
 

 

 

 

 

 

 

EPA REGISTRATION NUMBER 69268-2 – VOL. 1 



-REVIEWER l-1 I e.. J- 7 · 
·coDING FORM·FOR APPLICATIONS FOR REGISTRATION/AMENDMENTS 

FILE SYMBOL/REG NO. h tp JZ' j...-sl_.7M .:J 3 ACTION CODE. V -3 <.,./ 

DESCRI"PTOR. FQ.PA_l(_ NFQPA __ 

[ } CHILD RESISTANT PACKAGING: KEQUIRBD. ( ] NOT RBQOUKD 

REGISTRATION TYPB: [ ) CONDIT! ORAL [ ] UNCONDITlONJU. · [ ] RBSTRIC'l'BD .. 'DSB 

DATB ON APPLICATION EPA RECEIVE DATE . PM RECEIVB DATI' 

~I o. ?;..a£' ~1()9' I~· 
" 

., 
,. 

METHOD _OF SUPPPRT 

( ] CITB•ALL . 1 ] SELECTIVll 
[ l NOT SOBMITTBD ·. [ l N/A 

] S~I'J"TBD ( l NOT S'OliMlTl'BD 
) &/A 

- REviEK(S) RB~~ .DATA DATB DUE DATI 
.P-ACK # SENT DA'l'B RE'NRNJm 

.... 
CHEMISTRY )(' ] [ l.C 

• 
EFFICACY ;j [ ][. )[ 

ACDT! 'l'OX. ]( ) ( l [ 
,. 

RASSB TCIX. ][ 1 I ){ 

ENVlRCii. FATE ) ( J ( ) ( 

FISH/Wn.DLIFB ] ( l ( ] [ 
\ 

OTHER: J [ ]( }( \ 

. STATOS 

RESPONSE CODE 12 RESPONSE ~TE 
JUN 3 0 2005 /.-
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EnvirOx, LLC _· -_. . .· 

1938 E.- Fairchild Street . 
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AGENT: Chem.Reg InteinatiOiud, tLC 

1990 ·old Bri_dge Road,· Suite 20 I 
_ . Lake Ridge, YA22192~2~83 

. .. . ·. '.-: 

· 'Attenilon: Janine Poli~i . 
1"· 

-. .;; . 
. . ~ ~ 

Subject: H;prang~ Gqncentration 117 · · '~ 
EPA Registration No. ~69268-2 

,. · Yo.tir NotificationDated~June 7, 20.05. ·,· 
- ~. . . . . . .. - .. , . .. . ... ·.• 

'.·· .·· 

-.. . . . . . ~ -

'. ; 
i 

.Thls will acknowledge receipt of your- ~ot.lfication:to remove "ot more'' from the foJiowing · -. 
sentences under the· Directions for-Use:· " .. :when used·a5.directed as a sanitizer, kiJis 99.99% ·. 

·. ,_frdm.the foliowing:~::." ·and "when:used a~ dir~eq as a virucide, ~Orang~ Concentrate 117 ~ills_ 
the'::f~lloWihg :viruses in 5 ffiinu.tes ... .'',' stiblnitted-under't~e proVisions ofFJFR."\ Section 3(c)(9). ' 

_·>-BaSed on a 'review' of tJ]e submiited·material, ·the foJJo\vfrtg coihiriehts apply.-... · ._ ': '· ·, 
.. . ~ ... -.. l.. • ! . : ; -~-. ~· . ~ ,'"· ;- ·- ~ . • ... . . \ : . -

The Nohllcatio~·is in ~om~liari~ with PRNot1~ 98-io:ind is acceptable; This·i~offilation . 
has ~een added to your file: · · 

I~you have·any ql:Jestio.ns eoncefning this.letter;·pJease conta~t Martha Terry at (703) J08"' e 621-7. 

. _ :~incerely_ 

•·.····.··~~~~ 
·,Product Manager (33). 

· -• :·Regulatory Management'Branch 1 
· : Antimcrobials Divisi<?n ·(7 5 J OC) · 

-:·J.' 
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,_ ,.._ ~ .. 

. • .r:. .').. . 
: .,· . 

~ .. ~.; 
~ ~~ . ':. . ·-

. ·- '· , _: c: UINCIS . ~· -~ . 

.sYMBOL· ~ - · ... , · .. . . · ... · .. • · .. ,. . . ,., • ~-; .... 

. . · . -~ ........... ~····- ~~·:···-······. ': ._ ................. -·.·····-~~-· ·~~-··-··· .. · ...... ~-:---:~·~·· ·-··!-·~-~··· ·-~--:--- ' 
IUANAMEf · _. ·. . . '.:' . ,::~ . · . . . , . _' .. ·" ~-"- ) , ~ . ·,· 

~ .................. .................. .......•....•.... . .. _ ............................... ··-······~···· ·---~···...... ........... . .. . 
OAT£ p . _ ·. , . . ___ . , . . . • _ : .' . . . . ·: .. 

EPA F«m t32G-1A (tiW) OFFICt.U. FILE COPY 
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MASTER LABEL 

DEODORIZING 
For general deodorizing, use 2 parts H20range2 Concentrate 117 per 126 parts of cold tap water (2 oz I 
gallon). Apply to hard, non-porous surfaces to eliminate generally offensive odors. For effective, high level, 
deodorizing, use l 0 parts H20range2 Concentrate 117 to 118 (1 0 oz I gallon) parts of cold tap water. Apply to 
hard, non-porous surface thoroughly to eliminate odors due to spillage from post-colostomy, post-ileostomy 
dressing and bag changes, and other spills such as urine or fecal matter; smoke or soot deposits, industrial 
plant processes, mildew and mold stains, and surfaces in musty closets. 

CLEANING SOLUTION DILUTIONS & APPLICATIONS 

LIGHT DUTY (1 Oz I gal) GREEN (bottle or label) 
Streak free window, mirror and stainless steel cleaning 
General floor cleaner for mopping & auto scrubbers 
Bonnet cleaning solution for carpets 
Light wipe down cleaner 

GENERAL PURPOSE (2 Oz I gal) BLUE (bottle or label) 
General wipe down cleaner 
Mopping solution for Bathroom and Kitchen floors 
General carpet spot remover 

HEAVY DUTY (I 0 Oz I gal) RED (bottle or label) 
Bathroom, shower room, tile & grout cleaner 
Urine and garbage odor eliminator 
Pre-spray for carpet extraction 
General degreaser 
Heavy soil wipe down cleaner 
Heavy carpet spot remover 
Cleans Mold & mildew stains 

SUPER DUTY (24-48 Oz I gal) PURPLE (bottle or label) 
Renovation of tile & grout surfaces 
Difficult urine & garbage odor destruction 
Scuff marks and stubborn stains 
Cleans heavy mold & mildew stains 

OPTIONAL MARKETING STATEMENTS: (one or more or none of the following may appear) 
New! (for first 6 months only) 
Registered for control of [Hepatitis B Virus ]/[HBV] 
Registered to kill [Hepatitis B Virus]/[HBV] 
Starburst design as graphic which may contain the optional marketing statement(s): eg, 

* 
ESL: 1113/2005 
Notif: 4118/2005,4/25/2005,610712005 
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MASTER LABEL 

DIRECfiONS FOR USE 
It is violation of Federal law to use this product in a manner inconsistent with its labeling. 

R20rang~ Concentrate 117, when used as directed as a sanitizer, kills 99.990AI ~fthe following: 
Staphylococcus aureus, Salmune/la choleraesuis, Klebsiella pneumoniae, PseudonumtJS aeruinosa, 
Streptococcus faecal is, and Escherichia coli. When used as directed as a virucide, H20range2 Concentrate 117 
kills the following viruses in 5 minutes aF· mere at room temperature (20+/-1 ° C): Herpes simplex virus Type 
2, Influenza A2/Japan, HBV (Hepatitis B Virus) and HIV-1 (Human Immunodeficiency Virus). To insure that 
all bacterial and viral agents are killed as stated, use I 0 oz. of product concentrate per gallon of cold tap 
water. 

CLEANING AND SANITIZING: Using the appropriate cleaning solution for the type of surfac:e to be 
treated, thoroughly clean the surface, allow to air dry. If needed use additional solution. Replace mop-bucket 
solution daily. 

TO USE AS A SANITIZER AND VIRUCIDE IN BATHROOMS: Add 10 oz. of product concentrate per 
gallon of cold tap water for sinks, faucets, counters, urinals, toilets (non-water covered surfaces) and all hand 
contact surfaces as well as waJls, stalls and floors where urine and soils build up. Replace mop-bucket 
solution daily. Follow instructions for inanimate, hard. non-porous surfaces. 

TO USE AS A SANITIZER AND VIRUCIDE ON INANIMATE, BARD, NON-POROUS SURFACES: 
Add 1 0 ounces of product concentrate per gallon of cold tap water. Apply solution liberally to pre--<: leaned 
hard surfaces, with a spray bottle, pump up pressure sprayer with a coarse spray. cloth, sponge or mop. Allow 
swface to remain wet for S minutes, then, either allow to air dry or wipe dry to remove excess liquid. Heavily 
soiled surfaces should be p~leaned witb the same solution. Replace mop-bucket solution daily. 

HIV-1 and HBV: To k.iU HJV.J in 5 minutes at room temperature (20-2S°C) on precleaned environmental 
surfaces/objects previously soiled with blood/body fluids at a concentration of 1 oz I gallon (1 part of 
H20rang~ Concentrate 117 per 127 parts of cold tap water). To kill HBV in 5 minutes at room temperature 
(20-25°C ) on precleaned environmental surface.slobjects previously soiled with blood/body fluids at a 
concentration of 10 oz I gallon. For use in health care settings or other settings in which there is an expected 
likelihood of soiling of inanimate surface/objects with blood or body fluids, and in which the surfaces/objects 
likely to be soiled with blood or body fluids can be associated with the potential for transmission of human 
immunodeficiency virus Type l (HlV·l Associated with AIDS) or HBV (Hepatitis B Virus). 

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HBV 
(HEPATITIS B YIRUS) AND HJV-1 (HUMAN IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF 
SURFACES/OBJECTS S01LED WITH BLOOD/BODY FLUIDS: 
Personal Proteetion: Wear appropriate barrier protection such as latex gloves, gowns, masks or eye 
coverings. 
Cleaning .Procedure: Blood and other body fluids must be thoroughly cleaned from surfaces and objects 
before application of diluted product using the Heavy or Super Duty Cleaning Solution. 
Contact time: While the HlV -I virus is inactivated in 5 minutes, at use concentration of t oz I gallon, with 
both organic load and when diluted in hard water (up to 400 ppm hardness), use the recommended contact 
time for sanitization and virucidal activity as given on this label. For HBV, use concentration of 10 oz/gallon 
and leave surfaces wet for 5 minutes. 
Infectious Materials Disposal: Cleaning materials that may contain blood and other body fluids should be 
disposed of by autoclaving or as directed by the facility safety officer. 

3 

If 



.. 
MASTER LABEL 

DEODORIZING . 
For general deodorizing. use 2 parts H20ran8Cl Concentrate 117 per 126 parts of cold tap water (2 oz I 
gaJion). Apply to hard: non-porous surfaces to eliminate generally offensive odors. For effective, high level, 
deodorizing, use 10 parts H20rang~ Concentrate 117 to 118 ( l 0 oz I gallon) parts of cold tap water. Apply to 
hard, non-porous surface thoroughly to eliminate odors due to spillage from post-colostomy, post-ileostomy 
dressing and bag changes, and other spills sucb as urine or fecal matter; smoke or soot deposits. industrial 
plant processes, mildew and mold stains, and sUrfaces in musty closets. 

CLEANING SOLUTION DILUTIONS & APPLICATIONS 

LIGHT DUTY ( 1 Oz I gal) GREEN (bottle or label) 
Streak free window, mirror and stainless steel cleaning 
General floor cleaner for mopping & auto scrubbers 
Bonnet cleaning solution for carpets 
Lit,rht wipe down cleaner 

GENERAL PURPOSE (2 Oz I gal) BLUE (bottle or label) 
General wipe down cleaner 
Mopping solution for Bathroom and Kitchen floors 
General carpet spot remover 

HEAVY DUTY ( 10 Oz I gal) RED (bottle or label) 
Bathroom, shower room, tile & grout cleaner 
Urine and garbage odor eliminator 
Pre-spray for carpet extraction 
General degreaser 
Heavy soil wipe down cleaner 
Heavy carpet spot remover 
Cleans Mold & mildew stains. 

SUPER DUTY (24-48 Oz /.gal) PURPLE (bottle or label) 
Renovation of tile & grout surfaces 
Difficult urine & garbage odor destruction 
Scuff marks and stubborn stains 
Cleans heavy mold & mildew stains 

OPTIONAL MARKETING STATEMENTS: (one or more or none of the following may appear) 
New! (for first 6 months only) 
Registered for control of [Hepatitis B Virus]/[HBV] 
Registered to kill [Hepatitis B Virus]I[HBV] 
Starburs* as graphic which may contain the optional mmi<eting statement(s): eg, 

ESL: 1/13/2005 
Notif: 4/18!"2005, 412512005.6/07/2005 
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Connie Welch 
Agent for Envirox, L~C 
c/o ChemReg International 
1990 Old Bridge Road, Suite 201 
Lake Ridge, VA 22192-2383 

Subject: H20range2: Concentrate 117 
EPA Reg. No. 69268-2. 
Notification Dated 4/18/05 

' .. ·· 

The notification referred to above, ~ubmirted in connecti~n with registration under the Federal 
Insecticide, Fungicide, and Rodenticide Ac~ (FIFRA), as amended, to change "Replace solution 
daily" with "Replace mop~bucket solution dailyl', to provide an additional container size of one 
quart, and to revise the "First Aid" statement& aS required byPR Notice 2001-1, is acceptable.-

. - .. . . 

Your notificatio~ has been madea:part:ofthe permanent r~cords for this.file. 

If you have any questions about the coinments in this letter, please fee.l free to contact Tony K.ish. 
at 703-308~9443, or myself at 703-308-6341. · 

......... --------~~ 

indell, fJv; 
Product nager Team 33, 

· R(;lguJatQry Management Branch 1 
Antimicrobials Division (7510C) · 

/~ 

. ,'. 
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~~ INTP.I/JoiA·T.IONAI., .•••• c • 

J990 OLD BRIDGJl ROAD, SUITE 201 
L,\KE "RIDGE, VIRGINIA 22192·-2383 

DlRl!C.T: 703-492-2717 
.1\fAIN: 703-492-0445 
Fux: 703-492-0668 

E-"MAu.: poliu.i@chemrcg.corn 
WED Srn::s: www.chcmrcg.clim 

www .pesl\cide .. nel 

JAN.lNEM. POJ..IZ7.1 

April 18, 2005 

Document Processing Desk (NOTJF) 
U.S. Environmentnl Protection Agency (7504C) 
Office of Pesticide Programs 
Room 266A, Crystll Mall 2 
180 I South Bell Stn;ct 
Arlington, VA 22202~501 

Attn: Marshall Swindell (PM 33) 

Re: H~ORANGE: CONCENTRATE 117, EPA Reg. No. 69268•2 
Notification per PR 98-10 for Other Revisions 

Dear Marshall: 

On. bclmlf of our clieut, EnviiOx, .LLC, we: arc submitting the enclosed ngtilication tutdcr PR 98-
10 (Section U.N) for the above product. For product stewardship purposes, we arc clarifying the statement, 
"Rt:place solution daily "with "Replace mop-bucker solution daily". 

In addition, we are notifying that this product will be sold in an additional container sb.e-- one 
quil11. 'llte labeling statements arc unaffected by this change. 

F.inaUy, we have ·revised the FirSt Aid Statement per PRNoticc 2001-1. 

Enclosed please lind F.P A Form 8570-1, as well. as oue (I) copy of the label with the revisions 
highlighted. PleDse contact rue by phone or email if there are any questions or concerns about thi~ 
notification. 

Si11cerely, 

Janine Polizzi 

cc: EnvirOx, LLC 

CONSULTANTS 1"0 SUCCES~;~<• 
Over One Hundred and Fifty Years ofCombined E:~pcric.ncc Assisting Chemical, l'esticide, 
Bio-Chemicol·nnd Life Scicn<.-e Companies on a·widc Range of Issues, Including R<.~ulatm-y 
Strategies, Rcgisll-ation, Datn Support and Con1pcnsation, Qunlity Assurance, Study Design 

and Scientific Matters. · 

••• .. !•:. 
. ·;,, 

"1, •• i .. r_!, 
.i' .·: I.;· 

.. ·•.· .i ·.:: .: .. :.:_) .: 

.'• 
':.· 

·r 
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;, 
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i. 

PI!Ho r02d Instructions on ,.vo,.o """"" conu>lollno IOinl fonn Dlll"'ed. OMB Ho. 207(1.006(1, AI>D~~T<>I OJpires S.ll-98 

Uni!OdSUt.,. Registration OPP ldenUO~J NumbCT 

&EPA f-
Amendment 

Environmental Protection Age!'lcy fx Other 
Waahlngton. DC 20460 L-

Apl)lication for Pesticide_- Section 1 
1. Company/Product Nunibar 2. EPA Product Manager 3: Prnposed Classifoe>ilion 
69268-2 SW1ndoU 
4. Company/Product (Nsma) PM# 0 Nor1e 0 Restricted 
H20ra!!je2 Concentrate I 17 33 
5. Nilme Rnd Adtlre-.n of Appllc:anl (Include ZIP Code) 6. E•pedilod Rovlow. In RCCClrtlaneo wiih FIFRA Section 3(ci(3) 
EnvlrOx. LLC (b)(i), my product is olmllar or idenUcalln ccmposition nnd labol!ng 
1938 E. Fairchild Street to: 
DanVI11e.IL 61382 EPA RegNo. 

[I Ch9ck If /his is a new addnJss Product N:une 

Section -II 
U !lmendment- Explain below U Final Ptinlad t..bels in rasponse 10 

Aoenev leher dated D Resubmlssion in response to Agency le~er dilled----- 0 'Me Too' !lppllcallon 

~ Notification -Explain beloW o Oilier- E1ojllain below 

Explanation: Use additiOnal pag&(s) il necessary_ (For Section I and Section II.) 
Notifocation of Other Revisions per PR NoiiCG 9&-10, Section II (N) and addllional container size. Revise First Ald Ststame~t per PR Notice 2001-1. 

ThiS noUflcation is consistent with tho provisions of PR NoUce 118-10 end EPA_reguleUoi\S al40 CFR 152.46, a_nd no other changes have been made 
to me labeling or the confidential Slatemenl of.lormula of Ulls praducl. I understand !hat IUs a violation of 18 U.S.C. Sec. 100110 wmluPy mako any 
false s!Btement to EPA. 1 tunher und~:tStand that H this noU!Ication i9 not oomislcnt "'lh the 1enns of PR Notice 98-10 and 40 CFR t 52.46. !hi:; 
product may bo in violation o1 FtFRA ancll may be subjea to eniOrt:ament ;icllon and penalties under socllons 12 and 14 of FtFAA. 

Section Ill 
I. t.latetlal This Product WiD he Pack8Qod In: 

Er::stant Pncltaglng Ffacl:aging 
ib Soluble Packaging 2. Typo·ol COnmlrier 

Yes Yss §Metal 
No No No 

Plastic 
Glaso 

•eenmea11011 must II "Yes' No. per II""Yes' I No. per 8Pai)er 
be submitted Unit Packaging wgl ccntalner Pacltsge wgt container Oth<ir (Speclly) ---

3. Localion of Net Content~ tnlormBiion 4. Size(•Y RetaU Conlainer ,5. Location of label directions 0 Label o Container On Lnbel 
ROn Lebel aa:cmpanying product 

6. Manner in Which Label is Affixed to Producl 
1=1·Lithogmph U Other 

Papergtued 
Sttmciled 

Section IV 
1. Contact Person Compl910 ilams dlrscl/y bolaw for idanllflcDtion of indlviduDIIo bo Cllliraclod. if naec.ssory, I() process l!rL< 11Dp/IC3tlon.l 
Name TiUo I Teleohone No. (Include A[oa Code) 
Janln" M Polizzi ChemRcg lntemaUonal. LLC 703-492-2717 

--
Certinc:allon a. Data A;>plicoltion 

f crrrlry tho I tbc•raranen~• I ho ... ·c anade on 1hh fOnn and •JI anarhmc.nls lhn'ctu an nur, atturarc oQd NmpJrtr. Rocclved 
I uekootiilcdJ:e lballllny kno ... in:Jy fa I~ OT mh.lodiot sta1cmen.1 nmr be puni1.bllllble hy fine or ircpriV\nnwn1 aT 
bolb onde-r ~J!Uroblto law 

2-aturo . 3. nue (Stamped) 

r-....'l>m~ 
ChemReg lntemallanel. LLC 
Aulhortzed rept1lsenta6ve lot EnvirOx LLC 

_(/_ 
~ 

4. Typed Namo 5. 0318 
Janine Polin; April I 8. 2005 

. -While- EP.~ Filr. Copy f0n!l"'"•ll Yclltrw- -~JlJ'IlC:Vll Copy 
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Janine Polizzi 
<polizzi@chemreg.com> 

05/04/2005 03:07 PM 

To Tony Kish/DC/USEPAIUS@EPA 

cc "Connie B. Welch" <welch@chemreg.com> 

bee 

Subject H20RANGE2 CONCENTRATE 117, EPA Reg. No. 69268-2 

Dear Tony: 

Per your request, we have updated the application and cover letter for the notification for H
2 

ORANGE CONCENTRATE 117, EPA Reg. No. 69268-2. The attached cover letter and 
2 

application replace those that were emailed on April 25, 2005. 

Thank you for your help and for revising the acceptance letter to include changes to the First Aid 
Statement. 
«20050404.to EPA. Cover and Application. EPA Reg. No. 69268-2.Notif.Rev. First Aid, new size, replace 
soln daily.pdf» 
Best wishes, 

-- Janine 

Janine Polizzi, M.S. 
ChemReg International, LLC 
1990 Old Bridge Road, Suite 201 
Lake Ridge, VA 22192 

Phone: 703-492-2717 
Fax: 703-492-0668 
Email: polizzi@chemreg.com <mailto:polizzi@chernreg.com> 

Legal Notice: This electronic mail and its attachments arc intended solely for the person (s) to whom they arc addressed and may contain 
information which is confidential or otherwise protected from disclosure, except for the purpose they are intended to. Dissemination, 
distribution, or reproduction by anyone other than their intended recipients is prohibited and may be illegal. If you are not an intended recipient, 
please immediately inform the sender and send himlher back the present e-mail and its attachments and destroy any copies which may be in your 
possession. 

20050404.to EPA Cover and Application. EPA Reg. No. 69268·2.Notif.Aev. First Aid. new size. replace soln daily. pdf 
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Janine Polizzi 
<polizzi@chemreg.com> 

04/25/2005 04:10PM 

To Tony Kish/DC/USEPA/US@EPA 

cc 

bee 

. Subject H20RANGE2 CONCENTRATE 117, EPA Reg. No. 69268-2 

Dear Tony: 

Per your request, we have updated the application, cover letter and label for the notification for H 
ORANGE CONCENTRATE 117, EPA Reg. No. 69268-2. The attached documents replace 

2 2 

those that were hand-delivered on April 18, 2005. 

Thank you for assisting us with this application. 

Please contact me if you have any questions. 
«20050425.Labei.EPA Reg. No. 69268-2 .Notif.clarify replace solution and rev. first aid.pdf» 
«20050425.Cover and Application.EPA Reg.No. 69268-2.Notif.Replace Soln and Rev First Aid.pdf» 

Best regards, 

-- Janine 

Janine Polizzi, M.S. 
ChemReg International, LLC 
1990 Old Bridge Road, Suite 201 
Lake Ridge, VA 22192 

Phone: 703-492-2717 
Fax: 703-492-0668 
Email: polizzi@chernreg.com <mailto:polizzi@chemreg.com> 

Legal Notice: This electronic mail and its attachments are intended solely for the person (s) to whom they arc addressed and may contain 
information which is confidential or otherwise protected from disclosure, except for the purpose they are intended to. Dissemination, 
distribution, or reproduction by anyone other than their intended recipients is prohibited and may be illegal. If you are not an intended recipient, 
please immediately inform the sender and send him/her back the present e-mail and its attachments and destroy any copies which may be in your 
possess ion. 

~ 
20050425.Labei.EPA Aeg.No. 69268-2 .Notif.clarify replace solution and rev. first aid.pdf 

. ~ 
20050425.Cover and Application EPA Aeg.No. 69268-Z.Notif.Aeplace Soln and Rev FirstAid.pdf 

\ 
·J 
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MASTER LABEL 

H20 RANGE? CONCENTRATE II 7 

OXIDIZING MULTI PURPOSE CLEANER, DEGREASER & SANITIZER 
(NON-FOOD CONTACT SURF ACES), VIRUCIDE & DEODORIZER FOR 

HARD, NON-POROUS SURFACES 

ACTIVE INGREDIENT 
Hydrogen peroxide 

OTHER INGREDIENTS 

TOTAL· 

3.95% 

96.05% 

100.00% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS 

EPA Reg. No. 69268-2 EPA Est. No. 69268-IL-001 

Envirox, LLC 
1938 E. Fairchild St., Danville, lL 61832 

. NET CONTENTS: 

This product is not to be used as a tenninal sterilantldisinfectant on any surface or instrument that (I) is introduced 
directly into the human body, either into or in contact with the bloodstream or nonnally sterile areas of the body, or (2) 
contacts intact mucous membranes, but which does not ordinarily penetrate the blood barrier or otherwise enter normally 
sterile areas of the body. This product may be used to preclean or decontaminate critical or semi-critical medical devices 
prior to sterilization or high level disinfection. 

Z-6 
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MASTER LABEL 

PRECAUTIONARY STATEMENTS- HAZARDS TO HUMAN AND DOMESTIC ANIMALS 

CAUTION. Causes moderate eye damage. Harmful if swallowed, absorbed through the skin, or inhaled. 
Avoid contact with eyes, skin or clothing. Wash thoroughly with soap and water after handling. 

After product is diluted in accordance with directions for use, safety glasses or other eye protection are not 
required. Product, after dilution according to directions, is non-irritating. 

IN CASE OF SPILL: Clean up immediately. Place leaking container in well ventilated area. To clean up 
spill, flush area with large quantity ofwater. Avoid run-otT into storm sewers and ditches leading to natural 
waterways. 

STORAGE: Do not contaminate water, food, and or feed by storage. Avoid freezing conditions. Avoid high 
temperatures. Do not exceed storage temperatures of 95°F Best storage temperatures are between 35°F and 
85°F. Overheating in storage may result in increased degradation of product, which will decrease product 
effectiveness. Keep concentrate away from incompatible materials. 

PESTICIDE DISPOSAL: Do not contaminate water, food or feed by disposal. Wastes resulting from the use 
of this product may be disposed of on site or at an approved waste disposal facility. 

CONTAINER DISPOSAL: Completely empty container. Do not reuse empty containers. If in plastic bag 
with original box discard in trash, sanitary landfill or by incineration, or if allowed by State and Local 
Authorities, by burning. If burned stay out of smoke or if in plastic bottles, triple rinse or equivalent and 
recycle. 

Questions? Call 1-800-281-9604 
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MASTER LABEL 

DIRECTIONS FOR USE 
It is violation of Federal law to use this product in a manner inconsistent with its labeling. 

H20range2 Concentrate I 17, when used as directed as a sanitizer, kills 99.99% or more of the following: 
Staphylococcus aureus, Salmonella choleraesuis, Klebsiella pneumoniae, Pseudomonas aeruinosa, 
Streptococcus faecalis, and Escherichia coli. When used as directed as a virucide, H20range2 Concentrate 117 
kills the following viruses in 5 minutes or more at room temperature (20+/-l 0 C): Herpes simplex virus Type 
2, Influenza A2/Japan, HBV (Hepatitis B Virus) and HIV-1 (Human Immunodeficiency Virus). To insure. that 
all bacterial and viral agents are killed as stated, use I 0 oz. of product concentrate per gallon of cold tap 
water. 

CLEANING AND SANITIZING: Using the appropriate cleaning solution for the type of surface to be 
treated, thoroughly clean the surface, allow to air dry. If needed use additional solution. Replace ~fi0ifHill~i@1 
solution daily. 

TO USE AS A SANITIZER AND VIRUCIDE IN BATHROOMS: Add 10 oz. of product concentrate per 
gallon of cold tap water for sinks, faucets, counters, urinals, toilets (non-water covered surfac~ and all hand 
contact surfaces as well as walls, stalls and floors where urine and soils build up. Replace ~p~6dcfi@1 
solution daily. Follow instructions for inanimate, hard, non-porous surfaces. 

TO USE AS A SANITIZER AND VIRUCIDE ON INANIMATE, HARD, NON-POROUS SURFACES: 
Add I 0 ounces of product concentrate per gallon of cold tap water. Apply solution liberally to pre-cleaned 
hard surfaces, with a spray bottle, pump up pressure sprayer with a coarse spray, cloth, sponge or mop. Allow 
surface to remain wet for 5 minutes, then, either allow to air dry or wipe dry to remove excess liquid. Heavily 
soiled surfaces should be pre-cleaned with the same solution. Replace ~~dpi.ti'J(ik'e~ solution daily. 

HIV-1 and HBV: To kill HIV-1 in 5 minutes at room temperature (20-25°C) on precleaned environmental 
surfaces/objects previously soiled with blood/body fluids at a concentration of I oz I gallon (I part of 
HzOrange2 Concentrate 117 per 127 parts of cold tap water). To kill HBV in 5 minutes at room temperature 
(20-25°C ) on precleaned environmental surfaces/objects previously soiled with blood/body fluids at a 
concentration of I 0 oz I gallon. For use in health care settings or other settings in which there is an expected 
likelihood of soiling of inanimate surface/objects with blood or body fluids, and in which the surfaces/objects 
likely to be soiled with blood or body fluids can be associated with the potential for transmission of human 
immunodeficiency virus Type I (HIV-1 Associated with AIDS) or HBV (Hepatitis B Virus). 

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HBV 
(HEPATITIS B VIRUS) AND HIV~l (HUMAN IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF 
SURFACES/OBJECTS SOILED WITH BLOOD/BODY FLUIDS: 
Personal Protection: Wear appropriate barrier protection such as latex gloves, gowns, masks or eye 
coverings. 
Cleaning Procedure: Blood and other body fluids must be thoroughly cleaned from surfaces and objects 
before application of diluted product using the Heavy or Super Duty Cleaning Solution. 
Contact time: While the HI V-I virus is inactivated in 5 minutes, at use concentration of I oz I gallon, with 
both organic load and when diluted in hard water (up to 400 ppm hardness), use the recommended contact 
time for sanitization and virucidal activity as given on this label. For HBV, use concentration of 10 oz/gallon 
and leave surfaces wet for 5 minutes. 
Infectious Materials Disposal: Cleaning materials that may contain blood and other body fluids should, be 
disposed of by autoclaving or as directed by the facility safety officer. 
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MASTER LABEL 

DEODORIZING 
For general deodorizing, use 2 parts H20range2 Concentrate 117 per 126 parts of cold tap water (2 oz I 
gallon). Apply to hard, non-porous surfaces to eliminate generally offensive odors. For effective, high level, 
deodorizing, use I 0 parts H20range2 Concentrate 117 to 118 (I 0 oz I gallon) parts of cold tap water. Apply to 
hard, non-porous surface thoroughly to eliminate odors due to spillage from post-colostomy, post-ileostomy 
dressing and bag changes, and other spills such as urine or fecal maner; smoke or soot deposits, industrial 
plant processes, mildew and mold stains, and surfaces in musty closets. 

CLEANING SOLUTION DILUTIONS & APPLICATIONS 

LIGHT DUTY (I Oz I gal) GREEN (bottle or label) 
Streak free window, mirror and stainless steel cleaning 
General floor cleaner for mopping & auto scrubbers 
Bonnet cleaning solution for carpets 
Light wipe down cleaner 

GENERAL PURPOSE (2 Oz/ gal) BLUE (bonle or label) 
General wipe down cleaner 
Mopping solution for Bathroom and Kitchen floors 
General carpet spot remover · 

HEAVY DUTY (I 0 Oz I gal) RED (bonle or label) 
Bathroom, shower room, tile & grout cleaner 
Urine and garbage odor eliminator 
Pre-spray for carpet extraction 
General degreaser 
Heavy soil wipe down cleaner 
Heavy carpet spot remover 
Cleans Mold & mildew stains 

SUPER DUTY (24-48 Oz I gal) PURPLE (bottle or label) 
Renovation of tile & grout surfaces 
Difficult urine & garbage odor destruction 
Scuff marks and stubborn stains 
Cleans heavy mold & mildew stains 

OPTIONAL MARKETING STATEMENTS: (one or more or none ofthe following may appear) 
New! (for first 6 months only) 
Registered for control of [Hepatitis B Virus]/[HBV] 
Registered to kill [Hepatitis B Virus]/[HBV] 
Starbu* as graphic which may contain the optional marketing statement(s): eg, 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Ms. Elizabeth Anne Brown 
Regulatory Agent for, 
c/o Envirox LLC 
1990 Old Bridge Road, Suite 201 
Lake ridge, VA 22192-2383 

Subject: H,Orange, Concentrate 117 

WASHINGTON, D.C. 20460 
JAN 1 3 2005 

OFFICE: OF 
PREVENTION, P~STIC!DES 

AND TOXIC SUBSTANCES 

EPA Registration Number 69268-2 
Your Submission Dated November 191

\ 2004 
EPA Received Dated November 191

\ 2004 

The amendment application referred to above, submitted in connection with registration under 
the Federal Insecticide, Fungicide, and Rodenticide Act(FIFRA), as amended, to add the 
Hepatitis B virus to the product labeling, is acceptable. 

EFFICACY 

The submitted data (MRJD Nos. 463095-01 and 463095-2) support the use of the product, 
H,Orange, Concentrate 1 I 7, as a virucide against the Hepatitis B virus on hard, non-porous 
surfaces for a contact time of 5 minutes in the presence of organic soil at a 1: 12.8 dilution at 
room temperature. 

LABELING 

The proposed label claims that the product, H2orange2 Concentrate 117, is an effective 
virucide against HBV(Hepatitis B virus) in 5 minutes at room temperature at a concentration of 
I 0 oz. product per gallon of cold temperature on inanimate, hard, non-porous surfaces. This 
claim is acceptable. 

On page 2, under the "First Aid" instructions, change the phrase , "gentle stream on water" to 
read "gentle stream ofwater." 

A stamped copy of the labeling is enclosed for your records. 

If you have any questions concerning this letter, please contact Karen M. Leavy-Munk at 
(703 )-308~623 7 0 

Sincerely, 

~t.l/ 
Product Manager 33 
Regulatory Management Branch I 
Antimicrobial Division(751 OC) 
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19.9.0 OLD BRIDGE ROAD, SUITE 201 
I LAKE RIDGF., VIRGINIA 22192-2383 
I· 

DIRECT: 703-492-7905 
MAIN: 703-492-0445 
Fax: 703-492-0668 

ELIZABETIIA. BROWN, PH.D. 

November 19, 2003 

Mr. Marshall Swindell 
US Environmental P.rotection Agency 
Office of Pesticide Programs 
Antimicrobial Division 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

Dear Marshall: 

E-MAIL: brown@chemreg.com 
WEB SITES: www.chemreg.com 

www.pesticide.net · 

On behalf of our client, Envirox LLC, thank you for taking the time today to discuss with 
me several questions pertaining to the requirements and approaches for adding control of 
Hepatitis-B Virus to the labels for the 3 products registered by Envirox. This memo is to confirm 
our conversation and agreements. 

The three products already registered are as follow: 
1. H20range2 Super Concentrate 112 (EPA Reg. No. 69268-1 ). Most recent EPA 

approval March 14, 2002. Registered as Sanitizer (non-food contact surfaces), 
Virucide. Currently labeled virucidal uses are against HIV-1, Herpes simplex\ 
virus Type 2, Influenza A2/J apan. 

2. H20range2 Concentrate 117 (EPA Reg. No. 69268-2). Most recent EPA approval 
March 14, 2002. Registered as Sanitizer (non-food contact surfaces), Virucide. ·. 
Currently labeled virucidal uses are. against HIV-1, Herpes simplex virus Type 2, 
Influenza A2/Japan. . 

3. H:i0range2 120 Ready to Use (EPA Reg. No. 69268-3): Most recent EPA . 
approval March 14, 2002. Registered as Sanitizer (non-food contact surfaces), 
Virucide. Currently labeled virucidal uses are against HIV-1, Influenza A2/Japan .. 

In prior discussions, you raised as a potential concern whether Agency policy would 
aJJow virucidal claims with a sanitizer level registration or whether virucidal claims only could 
accompany a disinfectant level claim. The Agency clearly has a policy that a product can be 
registered as a virucide without first being registered as a disinfectant. That policy is defined in 

CONSULTANTS TO SUCCESSS"' 

Over One Hundred and Fifty Years of Combined Experience Assisting Chemical, Pesticide, 
. Bio-Chemical and Life Science Companies on a Wide Range of Issues, Including Regulatory 
Strategies, Registration, Data Support and Compensation, Quality Assurance, Study Design 

and Scientific Matters. 
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Letter toM. Swindell, Nov. 19, 2003, page 2 

Draft 40 CFR · 156, as available on the EP A/OPP/ AD website. In 156.441, virucide is separately 
defined from disinfectants and all other types of activity. Under 156.448 (2), it clearly is stated 
that a product which meets the performance standard as a virucide "but is no_t a disinfectant" may 
be registered with the appropriate limited claims. The already-registered virucidal uses of the 
Envirox products without disinfectant claims are clearly in line-with that policy. Further, 
DJS{fSS-7, Efficacy Data Requirements for Virucides and the performance standards in the 
above 156.441 and 448 do not specify any requirement for a virucide to be a disinfectant against 
bacteria. 

Under EPA policy and testing gu-idelines, the term "disinfectant" is based solely on a 
level of efficacy against bacteria, while "virucide" is ba<;ed solely on testing against viruses. The 
terms are not· interchangeable. A product registered as a disinfectant cannot claim virucidal . 
activity unless all required testing for virucidal activity has bee~ conducted and the product meets 
all pertinent performance standards. And there is nothing in the regulations which requires a 
virucidal claim to be predicated upon a disinfectant-claim against bacteria. In fact, FIFRA 
Section 4(i)(4)(c) includes the following wording, which is not contradicted elsewhere in that law 
(emphasis added): · 

"For purposes of this subparagraph, the term "antimicrobial active ingredient" means any 
active ingredient that is contai"ned only in pesticides that are not registered for any food or 
feed use and that are--

(i) sanitizers intended to reduce the number-of living bacteria or viable virus 
particles on inanimate surface or in water or air; 

(ii) bacteriostats intended to inhibit the growth of bacteria in th~ presence of 
moisture; 

{iii) disinfectants .intended to destroy or irreversibly inactivate bacteria, fungi, or 
viruses on surfaces or inanimate objects; 

(iv) sterilizers intended to destroy viruses and all living bacteria, fungi, and their 
spores on inanimate surfaces; or 

(v) fungicides or fungistats." 

Thus, a pesticide product clearly can be a virucide without first having been determined 
to be a disinfectant. 

In our discussions, you agreed that the above position is correct and that Envirox could 
add claims against Hepatitis-B virus to the 3 regi&tered product labels if acceptable performance 
data are submitted. 

You then confirmed that the appropriate testing protocol to follow to determine the 
efficacy against and to support addition of the claim to the labels for Hepatitis-B virus is the in 
vitro (test tube) duck assay (65 FR 51828-51830, August 25, 2000) and as appears on the 
EPA/OPP/AD website under Registration Policy Documents. 

3( 
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Lener toM. Swindell, Nov. 19, 2003, page 3 

Thank you again for talcing the time to discuss these·issues with me and for confirming 
the appropriate approach. Once Envirox has developed the appropriate data, the company will 
submit for label amendments under the above agreements. If I have misunderstood or omitted 
anything from our discussions, please let me know immed.i_ately. 

Regards, 

Elizabeth Anne Brown 

cc: Envirox, LLC 
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DP #: (311285} Decision #: 345946 

DATA PACKAGE BEAN SHEET 
Date: 10-Dec-2004 

Page 1 of 3 

* * * Registration Information * * * 

Registration: 69268-2- H20RANGE2 CONCENTRATE 117 

Company: 69268- ENVIROX, LLC 

Risk Manager: RM 33 - Marshall Swindell - (703) 308-6341 Room# CM-2 308H 

Risk Manager Reviewer: .:...:K=ar~e.:..:.n....:L:..:e~a.:..!vyc...:K:...::L:..:EA::....:...:VY...:_ _______________ _ 

Sent Date: Calculated Due Date: 23-Jan-2005 -----
Type of Registration: Product Registration - Section 3 

Action Desc: (A57) AMENDMENT; NON-FAST TRACK; 

Ingredients: 000595, Hydrogen peroxide(3.95%) 

Edited Due Date: -----

---------···----------

* * * Data Package Information * * * 

Expedite: 0 Yes e No Date Sent: 06-Dec-2004 Due Back: -----
DP Ingredient: 000595, Hydrogen peroxide 

DPTitle: --------------------------------
CSF Included: • Yes 0 No Label Included: e Yes 0 No Parent DP #: 

Assigned To Date In Date Out 

Organization: AD I PSB 07 -Dec-2004 Administrative Due Date: 04-Jun-2005 --------------
Team Name: EET ----- 07-Dec-2004 1 0-Dec-2004 Negotiated Due Date: 

-iewer Name: Wawzysko, Marcie 07-Dec-2004 1 0-Dec-2004 Projected Completion Date: 

Contractor Name: --------------
* * * Studies Sent for Review * * * 

Printed on Page 2 

* * * Additional Data Package for this Decision * * * 
Printed on Page 3 

* * * Data Package Instructions * * * 
Please review the efficacy data supporting the proposed labeling claims {Hepatitis B virus}. This data was routed to efficacy on September 8th, 
2004;however, it was 
returned and closed out without being reviewed. Thii~SJ~a!~-~~ 
efficacy again. PRIA, Action Code A57, Admin du 



Page 2 

DP#: (311285) • • • Studies Sent for Review • • • 

46309501 Ramm, K. (2004) Virucidal Efficacy of a Disinfectant for Use on Inanimate 
Environmental Surfaces Utilizing Duck Hepatitis B Virus: Final Study Report: 
H20ran9e2 Concentrate 117. Project Numf:>er: A02079, EOX01030804/0HBV/1. 
Unpublished study prepared by A TS Labs. 18 p. 

46309502 Miller, M. (2004) Virucidal Efficacy of a Disinfectant for Use on Inanimate Environmental 
Surfaces Duck Hepatitis B Confirmatory Assay: Final Study Report: H20range2 
Concentrate 117. Project Number: A02078, EOX01030804/DHBV/2. Unpublished 
study prepared by ATS Labs. 16 p. 

Decision#: (345946) 
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Page 3 
DP#: (311285) • • • Additional Data Package for this Decision • • • Decision#: (345946) 

I';J_::.~iffi:~:Jr:::;~-~~~~z::;_; P!v!~!C!111ar~~~h . ·_: __ : -~ _: ·:".li::•!1.a·i~~§~!i!J:I 1j,;i;i~i~!:~.u.:~:;; I:: ·-i~'~_ir~-~hQ.!:i~t,;;J :::~,:~~:J~:.~f.:-~;~:::i.~~ ~~~;;~~~~~~~Jgn;]~: 
305482 AD I RMB1 15-Jul-2004 23-0ec-2004 0 Yes 0 No e Yes 0 No e Yes 0 No 

305482 AD I PSB 15-Jul-2004 23-Dec-2004 Q Yes Q No • Yes Q No • Yes Q No 
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FRPI'Ir.Pf\NEL· /ENVIROX 117 MASTER LABEL 

(logo) 

. 
. . I 

_- - --_ .: H20RANGE2 CONCENTRATE-117. -_I 

·oxiDIZING MUL Tl PURPOSE CLEANER, DEGREASI;R & SANITIZER (N.ON-FOOD 
CONTACT SURFACES), VIRUCIDE & DEOOORIZER FOR HAR~. NQN.:P,OROUS 
' SURFACES 

ACTIVE INGREDIENT 
Hydrogen peroxide 

OTHER INGREDIENTS 

TOTAl 

3.95% 

96.05% 

100.00% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

PRECAUTIONARY STATEMENTS 

SEE SiDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS 

EPA Reg. No. 69268-2 
EPA Est No. 69268-ll-001 

ENVJROX, llC. . . 
1938 E. FAIRCHILD ST 
DANVILLE, IL 61832 

NET CONTENTS: 5 gal (640 oz);1 gal (128 oz, 3784 ml); 32 oz(946 ml) 

HAR I 4 2002 

Undu 1t1e Ftderat tnsec!leiOe. Fungic~. all! 
Rodenlicille Act as amended. for lhe 
pesticide. registered llflder 
EPA ReQ. No 9 ,d J'- 4--

This ptOduct Is not to be used as a terminal Gterilantldlsinfedant on fll'f aulface or inSirunent thai (1) Is Introduced dlrecay into the human 
body, either into or In con1ad with the b!oodiiU"eam or normally sterile areas ot the body, or (2) CONI! eta intact mucous membranes. but 
which does not Ottlinarify penetrate the blood barrier or othelwise enter nonnally &terile aren o1 the body. Thla product may be used to 
preclean or de«lonlamlnate crttical or semk:lttlca1 medical de'ltces prior to Blefilizatfon or high le'Vel disinfec:tion. 



LEFT PANEL - ENVIROX 117 MASTER LABEL 

PRECAUTIONARY STATEMENTS 

~11.02 
EnvirOx 800-281-9604 

HAZARDS TO HUMAN AND D~MESTIC ANIMALS 

caution. Causes moderate eye damage. Avoid contact with eyes, skin, or clothing. Wash th~ly wilh 
soap and water after handling. Avoid Contamination Of food. 

After product Is. dl7uted In aecotrlance with directions for use, safety glasses or other eye protection 
ere not required. Product, after dilution aceolfllng to dlrectlons,· is non-irritating. 

FIRST AID 
IF IN EYEs; Hold eye open. Rinse slowty and gently with water for 1>20 minuJes. Remove contact lenses. if present. 
after the firat 5 minutes, then, continue rinsing eye. Call a polson control center or doctor for treatment advice. 

IF ON SKIN OR CLOTHING: Take off contaminated do1t!ing. Rinse skin immediately with plenty of water tot 15 to 20 . A 
minutes. catl a poison control center or doctor for treatinent adVIce. ,_ 

IF. SWALLOWED: Call a poison control center or doctor immediately for treatment advice. Have person sip a glass of 
water if able to swallow. Do not induce vomiting unlesa told 1o do so by a polson control cel'!ler or dodor. Do nat give 
anything by mouth to an unconSCious person. 

If INHALED: Move victim to fresh air. If not breathing, call 911 or an ambulance, then, give artificial respiration, 
preferably mouUHo-mouth, if possible. Call a poison c::ontro1 venter or d0c1or for further treatment advice. 

STORAGE AND DISPOSAL 

IN CASE OF SPILL: Clean up imm~iately. To dean up spill, flush area with large quantity of water. 

STORAGE: Do not contaminate water, food, and or feed by storage. Store below 95°. Keep concentrate 
aNtay from incompatible materials. · 

PESnCJOE DISPOSAL: Do not contaminate water, food or feed by disposal. 

CONTAINER DISPOSAL: Completely empty container. Oo not reuse empty containers. Rinse end recycle 
or dispose of in trash. 

DIRECTIONS FOR USE 
'It is. violation of Federal law to use this Product in a manner inconsistent with its labeling. 

H20range2 Concentrate 117, when used as direc:led as a sanitizer, kills 99.99% of the following: 
Staphylococcus aureus, Salmonella choleraesuis, Klebsiella pneumoniae, Pseudomonas aeruinosa, 
Slreptococx;us laecalis, and Escherichia coli. VVhen used as directed as a virucide, H20range2 ConCentrate 
117 kills the following viruses in 5 minutes at room t8mperature (20+/-1"C): Herpes simpl.ex virus Type 2. 
Influenza A.}Japan, and HIV-1 (Human Immunodeficiency Virus). To insure that all bacterial and viral 
agents are killed as stated; use 10 oz. of product concentrate per gallon of water. 
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BACK PANEL- ENVJROX 117 

. . 

~11-42 
Enwi0dlt0.3t1-8604 

Cleaning: Using apprOpriate cleaning solution tor the type of surface to be treated, thoroughly clean the 
surface, allow to air dry. If needed use additional solution. Replace solution daily. . . 

To use as a ynit!zer and virucide on lnanjinate. hard. non:porous surfaces: Add 10 ounces of product 
concentrate per gallon of water. Apply solution liberally to pre-cleaned hard surfaces, with a spray bottle, . · · 
purrip up pressure sprayer using a coarse spray, doth, sponge or mop. Allow surface to remain wet for 5 
minutes, then, either. allow to.air dry or wipe dry to remove excess liquid. Heavily soiled surfaces should be 
pre-cleaned with the same solution. Replace solution daily. 

To use u a sanitizer and viNclde In bathrooms: AIJd 10 oz. of produd concentrate per gallon of Water· 
for sinks, faucets, counters, urinats (non-water ccvered surfaces), toilets (non-water covered surfaces) and 
all hand contact surfaces as well as walls, Stalls and floors where urine and soils build up. Replace solution 
daily. Follow instructions for inanimate, hard, nOn-porous surfaces. . · 

.tmf.:1i To kill HIV-1 . in 5 minutes at room tempei'ature (20-25° C) on precJeaned environmental 
5urfaceslobjects previo~ly soiled with bloodlbody fluids at a concentration of 1 oz I gallon (1 part of 
JiaOrang~ Concentrate 117 to 127 parts of water). For use in health care settings or·other settings In which 
there is an expected likelihood of soiling of manimate surfacelobjects with ~food or body fluids, and in which 
the surfaces/objects likely to be soiled with blood or body fluids can be ·associated with the potential tor 
transmission of human imm~eficiency virus Type I (HIV-1 Associated with AIDS). 

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINAT10N AGAINST· HIV-1 (HUMAN 
IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES/OBJECTS SOILED WITH BLOOD/BODY . 
FLUIDS: 
Persanal Protectign: Wear appropriate barrier protection such as latex gloves. gowns, masks or eye cover­
ings. Cleaning Procedure: Blood and other body fluids must be thoroughly cleaned fonn surfaces and 
objects before application of diluted product using the Heavy Duty or Super Duty Cleaning Solution. 
<;ontad time: While the HIV-1 virUs is iriactivated in 5 minutes, at use ccncentratirm of 1 oz I gallon, with both 
organic load and when diluted in hard water (up to 400 ppm hardness), use the recommended contact time 
for sanitization and viruc:idal activity as given on this label. 
J!]fes;tious Materials Disposal: Cleaning materials that may contain blood and other body fluids should be 
disposed of by autoclaving or as directed by the faCility safety officer. · 

Deodorizing 
For general deodorizing, use 2 part ~Orang&z Canc:enbate 117 to 126 parts water (2·oz I galion) .. Apply 
to hard, non-porous surfaces to eliminate generally offensive odors. For effective, high level, deodorizing, . 
use 10 parts H20range, Concentrate 117 to 118 (10 oz I gallon) parts water. Apply to hard, non -porous 
surface thoroughly t~ eliminate odOrs due to spillage from post-colostomy, post...jleostomy dressing and bag 
·changes, and other spills such as urine or fecal matter; smoke or soot deposits. industrial plant processes,= 
mildew and mold, and surfaces in musty closets. 
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RIGiT PANEl-&MRoX 117 MASTER LABEl. 03-11.()2 
Envi!Ox S00.281-S604 

CLEANING SOLUTION DILUTIONS & APPUCAnONS I 
LIGHT DUTY (1 Oz I gat)GREEN (bcl!lle or label) 

Streak free window. miiTOf' and stainless steeJ deaning 
General floor cleaner for mopping & auto scrubbers 
Bonnet cleaning solution for carpets 

HEAVY DVTY (1 0 !)z I gal) RED (bottle or Iabeil 
Bathroom, shower room, tile & grout deaner 

' Urine and garbage odor eliminator 
Pre-spray for carpet extraction 
General degreaser / 
Heavy soil wipe down cleaner 

Ught wipe down deaner 

Heavy carpet spot remover 
Cleans Mold & mildew I 

GENERAL fUBPQSE (2 Oz I gal) BLUE !bottle or label} suPER DUTY (24-48 Oz I gal) PURPLE (bctlle or label) 

General wipe down cleaner Renovation of tile & grout surfaces 
MoppJng solution for Bathroom and Kitchen floors Difficult urine & garl)age odor1destruction 
General carpet spot rvmover Scuff marks and stubborn stains 

Cleans hea\ly mold & mildew j 
DlREcnoNs FOR coNSuMER LABEL -CLEANING DILUnONs I e , 
CLEANING APPUCAnONS 

Bathroom surfaces 
USE HEAVY_OUTY DILUTION (10 ozlgal). Spray sink, faucets. counter, toilet, (and floor around toilet), tub and 
shower liberally. Let sit for 5 min then wipe or scrub clean. No rinse is required. Use as daily shower spray to 
prevent soil buildup. Spray surfaces after shower and let air dry. 

Kitchen surfaces 
USE HEAVY OUlY DILUTION (10 oz/gal). Spray and wipe dean. For heiN)' soils on hood and stovetops, spray 
and let sit a few minutes than scrub or wipe dean. For odor c:ontrol in garbage containers, spray lightly before 
inserting plastic liner. 

Carpet stains 
USE CARPET SPOTTER DILUTION (2 o:z/gaf). Before c:leanlng, test a hidden section for co1or fastness. Remove 
gross soil, then soak spot and let sit for 5 to 10 min. Blot spot with a dean, soft doth. Repeat as necessary. For A 
petroleum-based stains use Super-Duty Dllution(24-48 ozlgal) and rinse with clean water. W 

Glass swfaces 
USE UGHT DUTY DILUTION ( 1 oz/gal). Spray surface and wiPe clean .. It is not necessary to polish the surface dry. 

Laundry pre-spray 
USE SUPER DUlY DILUTION (2448 oz/gal). Test delicate fabrics in hidden atea for color fastness. Soak spot and' 
let sit for at least 15 min., than launder or scrub and rinse as usual. 

Toughsofls 
USE SUPER DUTY DILUTION 2448 oz/gal). Spray soil, let six a fENI minutes, then sa\Jb or wipe dean. Use far 
oil and grease, bugs and tar on automobiles. dried food residue and pet soils. 
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Elizabeth Brown 

From: 
Sent: 
To: 
Subject: 

Karen: 

Elizabeth Brown 
Thursday, July 15, 2004 1 :45 PM 
'leavy.karen@ epa.gov' 
EPA Reg. No. 69268·2 

On behalf of our client, Envirox LLC, and as requested in your phone call of Tuesday, July 13, attached please.fmd as 
pdf files the following items: 
• Data matrix (Agency File and Public Use Copies) updated to. show the assigned MRIDs for the data submitted in 

support of the pencling amendment for this product 
• Certification with Respect to Ciiation of Data 

Please confirm receipt of these items, and please don't hesitate to let me lmow if you have any questions or need anything 
further. 
Regards, 
Elizabeth 

II II II -20040;13~Data 20040713.Data 20040714~Cert wrt 
matrix Concentra ... matrix Concentra... data dtatlo ... 

Elizabeth Anne Brown. Ph.D. 
Director, Scientific & Regulatory Affairs 
ChemReg International 
1990 Old Bridge Road, Suite 201 
Lake Ridge. VA 22192 

Phone: 703-492-7905 
Fax: 703-492-0668 
Email: brown@chemreg.com 

Legal Notice: This electronic mail and its attachments are intended solely for the person (s) to whom they are addressed and may 
contain information which is confidential or otherwise protected from disclosure. except for the purpose they are intended to. 
Dissemination, distribution, or reproduction by anyone other than their intended recipients is prohibited and may be illegal. If you are 

· not an intended recipient, please immediately inform the sender and send him/her back the present e-mail and its attachments and 
destroy any copies which may be in your possession. 
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UNITED STATES ENVIRONMENTAL 
40.i M Street, S.W. 

'rC'r-rtn~ AGENCY 

WASIUNGTON.D.C. 20460 

Form Approved OMB No. 

Pnpe.rwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for registration activ_i.ties .and 
hours per response for reregistration and special review activities, inCluding time for reading the instruction and completing the necessary forms .. Send ~o~ments regarding the. . 
btirden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division.(2137), 

. Environmental ProtectionAe.eucv. 401 M Street. S.W .. Wa5hington DC 20460. Do not send the form to this address. · 

July 13, 2004 

cant's/Registrant's Name and Address:· Envirox, 

Ingredient: Hydrogen Perox 

Guideline Reference Number 

158.20 61-1 to -3 . 
158.20 62-lto-3 
158.20 63-2·to -21 
158.135 81-1 to 81"-6 
158.20. Efficacy 
158.20 Efficacy · 
158.20 Efficacy 
158.20 61-1 to -3 
158.20 ' 62-1 to-3 
158.20 63-2 to -21 
OPPTS 810.2100 

-·-

Signature 

~d.k~ t:lu..L. ~.wvtJ 

1-938 E. Fai.rchild Street 
P.O. Box 2327 
Danville. IL 61834 

Guideline Study 'Name 

Product Chemistry 
Product Chemistry 
Product Chemistry 
Toxicology 
AOAC Sanitizer Test 
HIV Virucidal Test 
Virucidal effectiveness 
Product Chemistry 
Product Chemistry 
Product'Chemis.Lry 
Virucidal efficacy (HBV) 

DATA MATRIX 

No./ File Symbol 69268-2 Page 1 of I 

Product: H20range2 Concentrate 117 

MRrD Number Submitter Status Note 

44532001 Envirox LLC Own 69~68-1 

44532001 : Envirox LLC 'Own 69268-1 
44532001 Envirox, LLC · Own 69268-1 
44532004 Envirox, LLC PL 

44532002 Envirox LLC Own 69268-1 

44532003 Envirox LLC Own 69268-1 

44560101 ·Envirox, LLC Own. 69268-1 

44582301 Envirox, LLC .. Own· 69268-2 
44582301 Envirox, LLC .. Own 69268-2 

44582301 Envirox, LLC Own 69268-2 

46309501 Envirox, LLC Own 69268-2 
46309502 ·---·---

Name and Tille Date 
Elizabeth Anne Brown 7/13/2004 
Chern Reg tntcmational, Agent for Envirox LLC 

' 

i: 

.. 

. . 
EPA Form 8570-35 (9-97) E.l~clronic and Paper versions available. Submit only (>aper ve~s10n . Agency Internal Use Copy 

' 

J 
i 

i 

I 

., 



-.c::::----c::-

Form Approved OMB No:2070-0060 
UNITED STATES ENVIRONMENTAL P ECTION AGENC\; l. 

w 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimate~ to average 0.25 hours per response; for registration activities and 0.25 
hours per response for reregistratioi1 and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding ·the · 
burden estimate or nny other aspect of this collection of !nformation, includi.ng suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), 
U.S. Environmental Protection Agency, 401 M Street, S.W .. Washinrrton DC 20460 .. Do not send the fonn to this address. 

July 13, 2004 

Applicunt's/Registranl's Name and Address: 

Ingredient: Hydrogen l>eroxidc 

Signature 

~~ ti:.v.L. ~.w..,_,, 

Envirox, LLC . 
1938 E. Fairchild Street 
P.O. Box 2327 
Danville. lL 61834 

DATA MATRIX 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper vcrs10n. 

EPA Reg No./ File ~ymbol Page I of I 

Product: H20range2 Concentrate I 17 

Status I Note 
··: 

Name and Title Date 
Elizabeth Anne Browi1 . 7113/2004 
cile;nRcg International, Agent for Envirox LLC 

Public File Copy 

_I 
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"UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

. · 401 M STREET, S.W. 
· WASHINGTON, D.C. 20460 

· Form OMB No. 2070-0060 

PaperWork Reduction Act Notice: The public reporting burden for this collection of information is ·estimated to average i .25 hours per respoi")Se for 
registration and 0.25 hours per response for reregistration and special review activities, induding time for reading the instructions and completing the 
necessary fonns. Send comments regarding burden estimate or any other aspect .of this collection· of information, including suggestions for reducing the 
burden t~: Director. OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, s.w:. Washington, DC 
20460. . . . 
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form to this address. 

Data 

EPA Registration Number/File Symbol 

69268·2 

Date 

I am responding to a Dal-3-Call-ln Notice, and have induded with this form a list of companies sent offers of compensation (the Data Matrix form 
should be used for this purpose). 

[Required if using the cite-all method, or when usin~ the cite-all option under the selective method to satisfy one or more data requirements) 

I hereby offer and agree-to pay compensation. to other persons. with regard to the approval of this application, to the extent required by FIFRA 

I certify that this application for registnalion, this form for reregistration or this Data-Call-In response is supported by all data submitted or cited in 
the application for registration. the form for reregistration. or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the 
selective method is indicated in Section 1, this application is supported by all data in the Agency's file~ 1}\at ( 1) concern the properties or effects of this 
product or an identical or substantially similar product, or one or more of the ingredients in this produ~: and (2) is a type of data that would be required to 
be submitted under the data requirements. in effect on the date of approval of this application if the application sought the initial registration of a product of 
identical or similar composition and uses. 

I certify that for each exclusive use study cited. in support of this registnation or reregistration, that! am the original data submit1er or that I have 
obtained the written permission of the original" data submitted to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is·not an exclusive use study, either: (a) I am the original data 
submitter; (b) I have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired for the study; (d) the study is in the public literature; or (e) I have notified in writing the company that submitted the study and 
have offered (i) to pay ~mpensation to the extent required by sections .3(c)(1 )(F) and/or 3(c)(2)(B) of FIFRA; and (il) to commence negotiations to 
determine the amount and terms of compensation. if any, to be paid for the use of the study. 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation arid evidence of their delivery in 
accordance with sections 3(c)(1)(F) and/or .3(c)(2)(8) of FIFRA are available and will be submitted to the Agency upon request. Should.IIailto produce 
such evidence to the Agency upon request, I understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in 
conformity with FIFRA 

I certify that the statements I have made on this form and all attachments to it are true, accurate, and complete. I acknowledge that any 
knowingly false or misleading statement may be punishable by fine or imprisonment of both under applicable law. 

7/14/2004 Elizabeth Anne Brown 
ChemReg International. LLC. Agent for Envirox. LtC 

Electronic and Paper available. Submit only_ Paper version. 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, DC 20460 

December 10, 2004 

OFFICE OF 
PREVENTION, PESTICIDES 

AND TOXIC SUBSTANCES 

MEMORANDUM 

Subject: Efficacy Review for H20range2 Concentrate 117, EPA Reg. No. 69268-2; 
DP Barcode: D311285 

From: 

Thru: 

Marcie Wawzysko, Microbiologist'-111~~""_; Dl. _). -LAA ~ 
Product Science Branch ~{rJLJK"l~ 
Antimicrobials Division (7510C) 1?-/10 ~ I 

Nancy Whyte, Acting Team Leader ;2,.._./1 ~ k ~I .., ..... -..L 
Product Science Branch ~~ c;-6 . ·u..-...,1 
Antimicrobials Division (7510C) 

Michele E. Wingfield, Chief 
Product Science Branch 
Antimicrobials Division (7510C) 

To: Marshall Swindell PM 33 I Karen Leavy 
Regulatory Management Branch I 
Antimicrobials Division (7510C) 

Applicant: Envirox, LLC 
1938 E. Fairchild Street 
P.O. Box 2327 
Danville, IL 61832 

Formulation from the Label: 

Active lngredient(s) %by wt. 
Hydrogen Peroxide ................................................................... 3.95% 
Other ingredients ........................................................................... 96.05% 

Total. ..................................................................................... 1 00.00°/o 
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I. BACKGROUND 

The product, H20ran.ge2 117, is an Agency registered non-food contact sanitizer and 
virucide for use on hard, non-porous surfaces. The applicant wishes to add claims to the 
product for Hepatitis B virus, and has submitted data to support this· claim. Studies were 
conducted by ATS labs, located at 1285 Corporate Center Drive, Suite 110 in Eagan MN 
55121. . 

The data package contained a .[etter from the applicant's representative to the Agency 
(dated November 19, 2003}, Agency form 8570-4 (Confidential Statement of Formula}, the last 
accepted label (dated March 14, 2002), the proposed label, and two studies (MRIDS 463095-01 
and 463095-02) with Statements of No Data Confidentiality and Good Laboratory Practice for 
both. - ·· 

II. USE DIRECTIONS 

The product is designed for use as a non-food contact surface sanitizer and virucide for 
hard, non-porous surfaces such as sinks, faucets, counters, urinals, toilets, walls, stalls, and 
floors. The proposed label gives. the following instructions for the use of the product as a 
sanitizer and virucide on inanimate, hard, non-porous surfaces: Add 10 ounces of product 
concentrate per gallon of cold tap water. Apply solution liberally to pre-cleaned hard surfaces, 
with a spray bottle, pump up pressure sprayer with a coarse spray, cloth, sponge or mop. Allow 
surface to remain wet for 5 minutes, then, either allow to air dr}t or wipe dry to remove excess 
liquid. Heavily soiled surfaces should be pre-cleaned with the same solution. Replace solution 
daily. · 

The proposed label also gives instructions for cleaning and decontaminating against 
Hepatitis 8 virus and HIV-1, and for deodorizing. The label also states that "This product is not 
to be used as a terminal sterilant/disinfectant on any surface or instrument that..." 

Ill. AGENCY STANDARDS FOR PROPOSED CLAIMS 

Vi rue ides 
. . . 

The effectiveness of virucides must be tested using virological techniques that simulate the 
conditions under which the product is intended for use. For products with intended use on dry, 
inanimate environmental surfaces, carrier tests that are variations of either the AOAC Use­
Dilution Method (for liquid surface disinfectants) or the AOAC Germicidal Spray Products Test 
(for surface spray disinfectants) must be used to produce virucidal data. The virus to be treated 
must be inoculated onto hard surfaces, allowed to dry, and then treated with the product 
according to the directions for use on the product label. One surface for each of two different 
batches of disinfectant must be tested against a recoverable virus titer of at least 104 from the 
test surface (petri dish, glass slide, steel cylinder, etc.) for a specified exposure period at room 
temperature. The ·virus must be assayed by an appr9priate virological technique testing a 
minimum of four determinations for each dilution. The protocol for the viral assay must include 
viral recovery, cytotoxicity controls, and ID-50 values. Test results should be reported as the 
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reduction of the virus titer by the activity of the germicide (ID-50 of the virus control less the ID-
50 of the test system) expressed as log1o and calculated by a statistical method. For virucidal 
data to be acceptable, the product must demonstrate complete inactivation of the virus at all 
dilutions. When cytotoxicity is evident, at least a 3-log reduction in titer must be demonstrated 
beyond the cytotoxic level. The calculated viral titers must be reported with the test results. 
Separate studies on two batches of product are required for each virus. These Agency 
standards are presented in DISfTSS-7. · 

Virucides - Novel Virus Protocol Standards 

To ensure that a·virus protocol has been adequately validated, data should be provided from at 
least 2 independent laboratories for each product tested (i.e., 2 ·product lots per laboratory). 
The validation of a protocol requires the use of a common positive control-disinfectant to be 
tested concurrently with all new products. For the Hepatitis B Virus protocol, the usual control is 
BTC-835, a quaternary ammonium compound product obtained from Stepan Company. This 
agent serves· as both an intra-laboratory and an inter-laboratory control and is used for 
analyzing the reproducibility of the efficacy data results for the protocol. These Agency 
standards are tailored from those presented in the Federal Register, Vol. 65, No. 166, Friday, 
August 25, 2000. · 

IV. SUMMARY OF SUBMITTED STUDIES 

1. MRID 463095-01 "Virucidal Efficacy of a Disinfectant for Use on Inanimate 
Environmental Surfaces Utilizing Duck Hepatitis 8 Virus" for H20range2 117 by 
Karen. M. Ramm. Study conducted by ATS Labs, Project Number A02079. Study 
completed June 24, 2004. _ · 
This study, under the direction of Karen M. Ramm, was conducted against duck 
Hepatitis B virus (DHBV16 strain, obtained from Hepadnavirus Testing, Palo Alto, CA) 
using primary duck hepatocytes (obtained from AppTec Laboratory Services, St. Paul, 
MN). The study followed ATS Labs protocol number EOX01 030804.DHBV.1. Two lots 
(Lot Nos. 98804 and 98763) were tested. A use dilution of 1 Ooz. product per gallon of 
sterilized deionized tap water was created (a 3100 ppm dilution). 100% duck serum was 
present in the viral stock as the organic soil load. Films of the virus were made by 
spreading 0.2 mL of the viral inoculum over the bottoms of ten sterile glass petri dishes. 
Viral films were dried for 30 minutes at 20.0°C in 45% relative humidity. For each lot of 
the product, dried viral films were exposed to 2.0 mL of the use dilution for 5 minutes at 
20.0°C. The virus/test agent mixture was immediately passed through Sephadex gel 
columns to detoxify. The filtrate (considered at 10-1 dilution) was again passed through a 
Sephadex column then serially diluted in Leibovitz L-15 medium with 0.1% glucose, 
101JM dexamethasone, 101Jg/mL insulin, 20mM HEPES, 101JglmL gentamicin, and 100 
units/mL penicillin. Primary duck hepatocytes were inoculated in. quadruplicate with 1.0 
mL of each dilution and incubated for viral absorption overnight at 36-38°C and 5-7% 
C02• Post absorption, 3.0 mL of Leibovitz L-15 medium was added to each cell culture 
well and cultures were incubated for ten days at 36-38°C and 5-7% C02. Cultures were 
then scored for cytotoxicity. and cells were fixed with ethanol. Plates were assayed by 
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indirect immunofluorescence assay. Controls included those for cytotoxicity, 
neutralization, virus stock titer, and plate recovery. Stepan Company's BTC 835 was 
used as the data consistency control at two concentrations, 175 arid 350 ppm. The 
TCID50 was calculated by method of Spearman Karber. 

Note: Applicant included data from a failed test (conducted May 7, 2004) due to 
bacterial contamination of the indicator cell cultures. 

2. MRID 463095-02 11Virucidal Efficacy of a Disinfectant for Use on Inanimate 
Environmental Surfaces: Duck Hepatitis B Confinnatory Assay" for H20range2 117 
by Mary J. Miller. Study conducted by ATS Labs, Project Number A02078. Study 
completed May 18, 2004. 
This study, under the direction of Mary J. Miller, was conducted against duck Hepatitis B 
virus (OHBV16 strain, obtained from Hepadnavirus Testing, Palo Alto,-CA) using primary 
duck hepatocytes (obtained from AppTec Laboratory Services, St. Paul, MN). The study 
followed ATS Labs protocol number EOX01030804.DHBV.2 .. One lot (Lot No. 98804) 
was tested. A use dilution of 10oz. product per gallon of sterilized deionized tap water 
was created (a 3100 ppm dilution). 100% duck serum was present in the viral stock as 
the. organic soil load. Films of the virus were made bY spreading 0.2 ml of the viral 
inoculum over the bottoms of eight sterile glass petri dishes. Viral films were dried-for 30 
minutes at 20.1°C in 45% relative humidity. Dried viral films were exposed to 2·.0 mL of 
the use dilution for 5 minutes at 20.1°C. The virus/test agent mixture was immediately 
passed through Sephadex gel columns to detoxify. The filtrate (considered· at 1"0_, 
dilution) was again passed through a Sephadex column then serially diluted in Leibovitz 
L-15 medium with 0.1o/o glucose, 10~M- dexamethasone, 10~g/mL insulin, -2omM 

- HEPES, 10~g/ml gentamicin, and ·100- units/ml penicillin. Primary duck hepatocytes 
were inoculated in quadruplicate wi~h 1.0 ml of each dilution and incubated for viral 
absorption overnight at 36-38°C and 2-7% C02• Post absorption, 3.0 ml of Leibovitz-L-
15 medium· was added to each cell culture well and cultures were incubated for ten days 
at 36-38°C and 2-7% C02• C!,!ltures·were·then scored for cytotoxicity and cells were 
fixed with ethanol. Plates were assayed by indirect immunofluorescence- assay. 
Controls included those for cytotoxicity, neutralization, virus stock titer, and plate 
recovery. Stepan Company's BTC 835 was used as the data consistency control at two 
concentrations, 175 and 350 ppm. The TCID50 was calculated by method of Spearman 
Karber. 
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. . . 
V. RESULTS 

MRID Organism Results Plate 
Number Recovery 

Lot No. Lot No. Control 
98804 98763 (TCID5o/mL) 

463095-01 Duck 10"2 to 104 Complete Complete 
Hepatitis 8 dilutions inactivation inactivation 105.0 
virus 

TCIDsolmL S101
·
5 S101

·
5 

463095-02 Duck 10·2 to 104 Complete . --
Hepatitis 8 dilutions inactivation 105.5 
virus 

TCIDsolmL S101.5 --I 

VI. CONCLUSIONS 

The submitted data (MRID Nos. 463095-01 and 463095-02) support the use of the 
product, H20range2 117 as a virucide against the Hepatitis 8 virus on hard, non-porous surfaces 
for a contact time of 5 minutes in the presence of organic soil at a 1:12.8 dilution at room 
temperature. Cytotoxicity was not observed. Complete inactivation (no growth) was indicated 
in all dilutions tested for virucidal efficacy. Based on tlie plate recovery control, it appears that a 
recoverable virus titer of at least 104 was achieved. Study controls met the criteria for a valid 
test. 

VII. RECOMMENDATIONS 

1. The proposed label claims that the product, H20range2 117, is an effective virucide 
·against HBV (Hepatitis 8 virus) in 5 minutes at room temperature at a concentration of 
1 Ooz. product per gallon of cold tap water on inanimate, hard, non-porous surfaces. 
This claim is acceptable. · 

2. The following change needs to be made to the proposed label on page 2, under First Aid 
instructions, change "gentle stream o water" to read "gentle stream of water." 
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DECISION PKQ. NO. ~ 
SUBMISSION BAR CODE #2Z 0 h 7:17 

JJ/25-~y 
; ~k~·!?7?~~=­S"('IBM. DUE DATE_~ 

REVIEWER Zk; 
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DATE ON APPI..lCATlON EPA RECEIVE DATE PM RECEIVE DATE 
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. . 

Elizabeth Brown, Agent for Envirox. 
c/o Chern Reg International 
1990 Old Bridge Road, Suite 201 
Lake Ridge, VA 22192 

_; . \ 

·Subject: IU0range2 .Concentrate ).17. 
EPAReg. No. 69268:-2 .- .·: ..... 
Your Notification-Dated 10/26i04. ·: ·.' · 

--:r--· ---

The notification referred to above, submitted in connecti6ri with registration.linder the federal 
Insectici9e, Fungicide, aiid Rodenticide Act;·as: runended, ·t~ proY.ide ~.reVised bailc Confidential . 

. ·. Statement of Formula (CSF), and ~ new alte_rnate. CSF; both dated 1 0/20/04,. is acceptable. · · 

Your notification has been made a PID.1 of the permanent records for this file. 

If you have any questions aboutthe comments in.th.is.letter, please feel free to contact Tony Kish 
at 703-308-9443, or myself at 703-308-6341. · 

'· 

~/ 
M hall Swindell, ~ . · . 

Product Manager Team 33, . 
Regulatory Management Branch I 
Antimicrobials Division (751 OC) 

.. 
. i 
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UnltecfStates AEPA. 
0' Environmental Protection Agency 

Check if this is a new address 

Amendment- Explain below 

Resubmission in response to Agency letter dated ____ _ 

6. 3(c)(3) 
(b)(i), my product is similar or identical in composition and labeling 
to: 
EPA Reg No .. · 

Product Name 

Final printed labels in response to 

Aoencv letter dated D "Me Too• Application 

Notification - Explain below . D Other- Explain below 

Use additional page(s) necessary. (For I and II.) 
Notification of Change in Product Chemistry per PR Notice 98-10, Section Ill 

This notification is consistent with the provisions of PA Notice 98-10 and EPA regulations at 40 CFR 152.46, and no other changes have been made 
to the labeling or the confidential· statement of formula of this product. I understand that it is a violation o! 18 U.S.C. Sec. 1001 to willfully make any 
false statement to EPA. l·funher understand that if this notification is not consistent with the terms of PR Notice 98-10 and 40 CFR 152.46, this 
product may be in violation of FJFRA and I may be subject to enforcement action and penalties under sections 12 and 14 of FIFRA. 

No. per . 
container 

Certification 
I certify that the statements I have made nn this fnrm and all attachments thereto are true, accurate and complete. 
I acknowledge that any knowingly false or misleading statement may be punishable by line or imprisonment or 
both under 
2. :>J<Hl~lllll'"' 

~tJ.it~V ~ ~.Uri\ .. ./ 

4. Typed Name 
Elizabeth Anne Brown 

EPA Form 1!570-1 Previous editions are obsolete. 

3. 
Chemf;ieg International, LLC 
Authorized representative for EnvirOx LLC 

5. 
October 26, 2004 

White- EPA File Copy 

6. Date Application 
. Received 

• • •••••• • 
u;w;ped) 

• • •••• 
• 

•• • • • • • •• 
•••• . . -. . . . . 

••••• • • • • • 
• •••• • • • 

:··· /3 
•• I'). J. .. 



·• 

1990 0LD.BRIDGE ROAD, SUTTE 201 
LAKE RIDGE, VIRGINIA 22192-238.3 

DtREcr: 703-492-7905 
MAIN: 703-492..,0445 
Fax: 703-492-0668 

E-MA11.: brown@chernreg.com 
WEB SITFS: www .chemreg.corn 

www .pesticide. net 

ELIZABETH A. BROWN, PH.D. 

October 26, 2004 Contains Confidential Business Information 

Document Processing Desk (NOTIF) 
U.S. Environmental Protection Agency (7505C) 
U.S. Environmental Protection .Agency 
Room 266A, Crystal Mall 2 
1801 South Bell Street 
Arlington, VA 22202-4501 

Attn: Marshall Swindell (PM 33) 

Re: H20RANG~ CONCENfRATE 117, EPA Reg. No. 69268-2 
Notification per PR 98-10 for Changes in Product Chemistry 

Dear Marshall: 

On behalf of our client. EnvirOx, LLC, and as discussed with you by phone on Wednesday, 
October 20, 2004, we are submitting lhe enclosed notification under PR 98-lO for product chemistry 
changes for the above prqduct. · 

The previously accepted CSF was dated 7/29/9& and was accepted by the Agency on l0/23/98. 
Corrections have been made to the baste confidenti~ statement of for.mula, and an alternate confidential 
statement of formula is being subniitted at this time. As you specifically directed, these are being 
submitted as notifications, and I have enclosed an unsigned but detailed commented version of each CSF 
to clearly identify the corrections and revisions as you req~ested. · ~- · · 

Enclosed please find EPA Form 8570-1, two copies each of lhe basic and alternate CSF, and one 
copy each of commented versions of the basiC and alternate CSF. Please contact me by phone or emai I if 
there are any questions or concerns <ibout this notification. Because of lhe extent of the corrections, I 
would appreciate receiving confirmation of lhe acceptability of this notification by.email when-the Agency 
has completed .its revie~. · 

Sincerely, 

.\ct~~~~ 

Elizabeth Anne Brown 

cc: EnvirOx, LLC 

CONSULTANTS TO SUCCESS" 

• • •••••• • 
•••• • • •••• 

• 
•• • • • • • •• 
•••• • • • •• • 

• 
•••• • • •••• 

Over One Hundred and Fifty Years of Combined Experience Assisting Chemical, Pestioiak, 
Bio-Chemical and Life Science Companies on a Wide Range of Is_sues, Including Re~ory 
Strategies, Registration, Data Support and Compensation, Quality Assurance, Study Design 

and Scientific Matters. 

• ••••• • • • • • 
• ••••• • • •• 
• •••• • • ••••• 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY ww 
WASHINGTON, D.C. 20460 /( 

!loA ?"- 2 

JuJy 7, 2004 

PLEASE RETURN A COPY OF THIS LEITER WITH PA Y1vfENT 

OPP Decision Number: D-345946 
EPA File Symbol or Registration Number: 69268-2 
Product Name: H20RANGE2 CONCENTRATE 117 
EPA Receipt Date: 06-Jul-2004 
EPA Company Number: 69268 
Company Name: ENVIROX, LLC 

ELIZABETH Al\INE BROWN 
ENVTROX, LLC 
CIO CHEMREG INTERNATIONAL, LLC 
1990 OLD BRIDGE ROAD, SUITE 201 
LAKE RIDGE, VA 22192-2383 

OFFICE OF 
PRfV~TION. PESTICIDES ;\NO 

TOXIC SUBST A. "'CES 

SUBJECT: Receipt of Amendment Subject to Registration Se~ice Fee 

Dear Registrant: 

The Office of Pesticide Programs has received your application fqr Amendment. If you 
submitted data 'With this application, the resu1ts of the PRN-86-5 screen will be communicated 
separately. During the administrative screen, the Office of Pesticide Programs has determined 
that this Action is subject to a Pesticide Registration Service Fee as defined in the Pesticide 
Registration Improvement Act. 

The Action has been identified as Action Code: A57 

AMENDMENT;NON-F AST TRACK; 

Please remit payment in the amount of: $ 3,000 to: 

By USPS: 
USEPA Washington Finance Center 
Pesticide Registration Service Fee 
PO Box 360277 
Pittsburgh, P A 15251 



r 
By Courier: 
U.S. EPA Washington Finance Center 
Pesticide Registration Service Fee 
C/0 Mellon Client Service Center 
500 Ross Street, Room 670 
Box 360277 
Pittsburgh, PA 15251-6277 
Attn: EPA Module Supervisor 
Telephone: (412) 236-2294 

All payments must be in United States currency by check, bank draft, or money orde~ drawn· 
to the order of the Environmental Protection· Agency. To ensure proper credit, please write the 
OPP DE~ISIONNUMBER on your check, and enclose a copy of this letter with your payment. 

You may be eligible for a full o~ partial waiver of the registration service fee if, for example, 
you qualify as. a small business or are applying for a minor use, or if your application is soley 
associated with an IR-4 tolerance petition. Please be advised that if you intend to request a 
waiver, you must do so in \Vriting within 15 days of receipt of this invoice instead of remitting 
the ·amount indicated above. OPP will not consider waiver requests after the registration service 
fee has been paid. Information regarding eligibility and how th request and document a fee 
waiver is available on the OPP Fee for Service web site at www.epa.gov/pe~ticides/fees. 

If you have any questions, please contact the Pesticide Registration Service Fee Ombudsman, 
at (703) 308-8260. 

Sincerely, 

~u~ 
Infonnation Resources and Services Division · 



I . 
I 

·e 

I Fee for Service I 
This package includes the following 

I I New FFS Action 

C)g'Amendment 

~Waiver Request 

I n~ofuntary Payrrient Request 

for Division 

I I RD 

-~AD 

n BPPD 

I Recetpt Nos. S-: /)C3 31--/ 
I ~-~~--------------------~ 

l ProducURisk Manager: f1;n 33 I 

_,:E~PA .File Syniboi/Re~>;~.~o.l 67.26g - ;;.- l·.{,;i~-.. ~~-.:~ .. ~.-·.,,,4-i~~~:'; 
I 

• ; -~~:[~~:-:: • ."'•:d;i~; _;~,•:' •, '•,. ~; • • ':.-·~--~~ .. ~·~ • ._.~; .. ~;::~· .... ~·-:~-... ,:.: 'v '• <• ;;~; .~.:: ,' ,: a~1:)".~~- : .... · .. · .. ~: ~~ ::·<:·.:.i~: • • .. . ··~)._~~ ( • • 

"~in-P~n~~'Pate: I 7/f fo f ~;;:: .: : · , · ,, ' ) 
D This item is NOT subject to FFS action. 

Action Code: _A.2._:~ Amount Due:$ 3000 

Voluntary Payment Reduction Amount: 

0 0% 
010% 
020% 
025% 
030% 

040% 
050% 
060% 
070% 
075% 

Reviewer: . Lo."'rt/ ~o'ole 
I 

Remarks: 

o 80% Original Decision #: 
"090% 
0100% 
OOther D-------

% 

Date: 7(7/o4 

FFS cover sheet revision 3 

. -·-·-- -··--·-·----------------------



DP #: (305482) 

-----·ess--

DATA PACKAGE BEAN SHEET 
Date: 15-Jul-2004 

Page 1 of 1 

* * * Registration Information * * * 

Registration: 69268-2 - H20RANGE2 CONCENTRATE 117 

Company: 69268 - ENVIROX, LLC 

Risk Manager: RM 33- Marshall Swindell- (703) 308-6341 Room# CM-2 308H 

Risk Manager Reviewer: .....:Ka=-r=-en~L=-ea=-vy~K=L=EA.....:VY.:.....:.... _______________ _ 

Sent Date: Calculated Due Date: 23-Jan-2005 -----
Type of Registration: Produc1 Registration - Sec1ion 3 

Action Desc: (A57) AMENDMENT;NON-FAST TRACK; 

Ingredients: 000595, Hydrogen peroxide(3.95%) 

* * * Data Package Information * * * 

Expedite: 0 Yes e No Date Sent: 15-Jul-2004 

DP Ingredient: 000595, Hydrogen peroxide 

DP Title: 

Decision #: 345946 

Edited Due Date: -----

Due Back: ____ _ 

--------------------------------------
CSF Included: e Yes 0 No Label Included: e Yes 0 No Parent DP#: ------

Assigned To Date In Date Out 

Organization: :...:A=D..:../..:...P..::S.::.B ________ _ Administrative Due Date: 11-Jan-2005 

Team Name: EET ==..:..._ __________ __ 
Negotiated Due Date: 

Reviewer Name: ----------------- Projected Completion Date: 

.ntractor Name: 

* * * Studies Sent for Review * * * 
No Studies 

* * * Additional Data Package for this Decision * * * 
No Additional Data Packages 

* * * Data Package Instructions * * * 
PLEASE REVIEW THE EFFICACY DATA SUPPORTING THE PROPOSED LABELING CLAIM 
{HEPATITIS B VIRUS}. 
FEE FOR SERVICE, ACTION CODE A57, ADMIN DUE DATE 01-23-2005, ETT DUE DATE, 
12-23-2004. 
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Please Read All instructions Before Completing this Form (Form must be· typed} Form Approved. OMB No. 2070-0044. Approval EJC!)ires 1-31-95 

' United States 

.. Environmental Protection Agef'!CY n_ i . b-.-
Office of Pesticide Programs (7505C) '-'\ r,.,.. ~ . 

. Washington, ~ 20460 _ 

Notice of Supplemental Disti"ibution of a Registered Pesticide Product 
·&EPA-

· Instructions 

After a registrant has obtained final registration for the. basic product, the registrant may then supplementally 
distribute his/her product. One form must be submitted for each distributor product and must be signed by the 
distributor involved. The basic registration number and the distributor company number must be shown. 

If a registrant has a potential distributor who does not have a company number assigned, she/he should have the 
distributor apply, on letterhead stationery, to the Registration Division to have a number assigned prior to submitting 
this form to the agency. -
This Notice of Supplemental Distribution must be submitted by the basic registrant. The completed form must have 
the concurrence and signature of both the registrant and the distributor. · · 

EPA_Registration Number of Product Distributor Company Number 

69268-2 73835 
Note: Do-not submit di~tributor product labels 

Name of Registered Product (basic product name sccepled by EPA) 
.. H20range2 Concentrate 117 

DistributorProductName 1 • H20range2 ·concentrat~ 
117 for Manual Dilution. (Manual Dilution) ? J.I?f'\r__;,.nn<=> :1. l"l"lnl'"'<=>"+-r::d·a 11 ..,· f"nr 

Name and Address of Distributor (Type; include ZIP code) 

Performance Food Group 
12~00·Westcr.eek Pa~kway 
~ichmond, VA. 23220 

Manual Dilutions. 3. H20rarige2 
Concentrate 117 for Manual Dilution 
Only 

1. 
2. 

3. 

4. 

5. 

6 . 

7. 

. .-Read All Conditions Before Signing 

The distributor product must have the same composition as the basic_ product. 
The distributor product must be manufactured and packaged by the same person who manufactures anp packages 
the regi~tered basic product.· -
The labeling for the distributor product must bear the same claims as the basic product, provided, however, that 
specific-claims may be deleted if by aoing so, no other changes to the label are necessary. 
The product must remain in the manufacturer's unbroken container. 
The label mu~t bear the EPA registration number' of the basic product, followed by a hyphen and. the distributor's · 
co·mpany number. · · 

Distributor product labels must bear the name and address of the·distributor qualified by such terms as "packed 
. for. ... ","distributed by ... "; or "sold by ... " to show that the name is not that of the manufacturer. 

·. 

All conditions of the basic registration apply equally to distributor products. It is the responsibility of the basic 
registrant to see that all distributor labeling is kept in c9mpliance with requirements placed on the basic pr9duct. 

Distributor 

We intend to market our product under the Distributor Product Name specified. sbove, subject to the conditions specified on• lhTs.NQJice . 
•• 

Date 

7 ~;I~ ..... . 
~~--~--~----. ·• . 

Registrant : • •• • •••••• 
. . . . 

I ag:ee the~ the distributor named ebove may distrlbute Bnd sell the Distributor Product spec/f19d above, subject to the condltio;r! sge~ied on this • • 
Notte e. . ( () • • • • • • • • • 

t:;;·: ''f};~~~;·:·: "fAAAt rck/ (u_- . . . ;j;~l.;::.V .. : ... 
.. . 

EPA Form 8570-5 (Rev. 8-94) P. revious_ edition's are obs{l __ e e. 
"U.S. GPO: 1998-432,-472181004 (: 

..... 
White· EPA 
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Please Read All Instructions Before Completing this Form (Form must be typedl_ Form Approved. OMB No. 2070·0044. Approval Expires 1·3 1·95 

United States 

ft·EDA 'O,:rM 
Environmental Protection Agency 4 ,_ .g, '2. ~ ~ .. 

Office of Pesticide Programs (7505C) 
Washington, DC 20460 

Notice of Supplemental Distribution of a Registered Pesticide Produc.t 

Instructions 

After a registrant has obtained ·final registration for the basic product, the registrant may then supplementally 
distribute hisfh~r product. One form must be submitted for each distributor product and must be signed by the 
distributor involved. The basic registration number and the distrib1,1tor company number must be shown. · 

If a registrant has a potential distributor who does n.ot have a company number assigned, she/he should have the 
distributor apply, on letterheac;l stationery, to the Registration Division to have a number assigned prior to submitting 
this form to the agency. · 

This Notice of Supplemental Distribution must be subf1'itted by the. basic registrant. The completed· form must have 
the concurrence and signature of both ·the registrant and the distributor. · 

EPA Registraiion Number of Product Distributor Company Number 

69268-2 73835 

Note: Do not submit distributor product labels 

Name of Registered Product (basic product name 11ccepted by ~PA) . Distributor Product Name l . H2 Ora nge 2 Cone en_ 
H20range2 ~onc·en·trate 117 trate ll7 for Manual Dilatrd'Q. 

1-----'(,_M_a_n_u_a_l_D_l_l_u_t_l_. o_n_)_·---------'- ·2. H20range2 Concentrate •t•t7 fo·r---; 
Name and Address of Distributor (Type; include ZIP code) Manual and . DiSpenser D i 1 u~}<:i~s . 

1. 
2. 

3. 

4. 
5. 

6. 

7. 

Performance Food Group 
12500 Westcreek Parkway 
Richmond, VA 23220 

Read All Conditions Before Signing 

•••••• • • • • • ....... 
• • •• 

••••• • • 

• 
• • •••••• • 
• ••• • • • ••• 

•••• . . 
•••• 

The distributor product must have the· same composition as the basic product. • • • : 

The distributor product must be manufactured and packaged by the same persqn who manufactu~ ~11d packages 
the registered basic product. 

The labeling for the distributor product must bear the same claims as the basic product, provided, however, that 
specific claims may be deleted if by doing so, n.o other changes to ttie label are necessary. 

The product must remain in the manufacturer's unbroken container. . 
The label must bear the EPA registration n.umber of the basic product, followed by a hyphen and the distributor's 
comp.any number. · 

Distributor product labels must bear the n.ame and address of the distributer qualified by such terms as "packed 
for ... ","distributed by: .. "; or ·"sold by ... " to show that the name is not that ·of the manufacturer. 
All condi.tions of the basic registration apply .equally to distributor products. It is the respon.sibi.lity ·of the basic 
regis.trant to see that all distributor labeling is kept in compliance with requirements. placed on the basic product. 

Distributor 

Ws intend to market our product under the Distributor Product Nama ·sp~c/fied above, s·ubject to ihe conditions specifi~d on this Notice: 

Registrant 

I agree that the diStributor named above may distribl!fe and sell the Dist~ibutor Product specified above. subject io the conditions specified on this 
~~~ . . 

gr~~t~=,~~~ 
. E?A Form 8510·5 {R.ev. 8-94) 

. 'U.S. GPO; 1998.JJ2-472/81004 
Prev1ous editio(s.are ~bsolete . 

Date 

~Jre/o~ 
White· EP.:; 
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'· ..• ~ ,. '~ FQPA. 

.. 
SUBMISSION BA.R CODE :i--.S 6 /Zt.r~f-

• 

,. . I 

~~~~~~~~--~~~~~~~~~~~~r~ST?~T!ON/~~NDMENTS 

FILE ·SYMBOL/REG ~0. b tf £6 f,-aZ< . PM £3 J ACTION ~DE J..J c2..; 

DESCRIPTOR ·.A. //-g t=w d 1- ~ .,Pr:t;~hJ Jh/?tc · 
'{ ] ·CHILD' RtS!ST'ANT'"'PACKAG'ING':· ·(· 1' CERTfFICA"TION--. · 

[ J NOI4-RESIDENTIAL OSE ONLY 
( 1 NOT APPLICABJ...E 

REGISTRATION TYPE: ( '] CONDiTIONAL . [ ] UNCONDITIONAL 

MOPOSED ~SlFICATION: [ . } GENERAL [ } RESTRICTED USE . . ·~ . 

DATE'ON.APPLICA~ION EPA RECEIVE DAtt -1'H 'RECEIW :DA:rB--

'·~~~--·~a r6~ f. 1·4\53 a11 1-a ot I. I d. cl --1..31 L} CiJ. 
l· --·- ~ 

- M£ 1 H~F-=-SE.PPGR-T-: . •' . ~ ··~:.~ ... 
. .. [ ·-·] CITE-,U.y': .. --1----J---SllBMl:tiED . . : : .. .... - --· .... 

[ .. )JOT-511BHl.l:tG_~.- •. 
. [ ] NOT APPLl CABLE-
( } lNcoRREeT/REStltr·· .• ;. 

\ . 
: 

[ J.. SELEC"ri:vE...:. 
[ .)" NOT· SUB H-I 'I1'm 
( .. ] NO'l'' AP'PLiaBLr· 
[ f lNCORRECT /REs~ ... .... ---....... .. . 

REVIEW (S) JU:O~~!?P_·_ DAT-A 
• , •• ·PAcx· 1 

CHEMISTRY 

EFFICACY 

TOXICOLOGY 

· HED rox .. 
ENV'IRON •. FATE 

FlSH/WILDLIFE. 

OTHER. _ __:.. ____ _ •' 

-
DATE DUE DATE -
SENT- .· OA-T.Ef;· . R.ETU'Rtn:s=; - . 

. ....... 

STATUS __ ~------------------------~----------~----:..,.·. 

JUN '1. 9 2002 
. -~::SPON5S 

. .. 
. . .· 

. . . . . 



•' 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

JUN 1 9 Z002 
OFFICE OF 

PREVENTION, PESTICIDES 
AND TOXIC SUBSTANC2S 

Ms. Janine Polizzi 
Agent for, 
EnvirOX, LLC 
1938 E. Fairchild Street 

Subject: H20range2 Concentrate 117 
EPA Registration.Nurnber 69268-2 
Your Notification Dated May 201

h, 2002 
EPA Received Date May 2 P\ 2002 

Dear Ms. Polizzi: 

This notification referred to above, submitted in connection with registration under the 
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, to add the alternate 
brand name~ H20range2 Concentrated Household Cleaner, is acceptable. 

Your notification has been made a part of the permanent records for this file. 

If you have any questions concerning this letter, please contact Karen M. Leavy-Munk at 
(703)-308-623 7. 

Sincerely, 

u~~ 
Marshall Swindell 
Product Manager 33 
Regulatory Management Branch I 
Antimicrobial Division(751 OC) 

' 



'' 

United States 

&EPA Environmental Protection Agency 

3. Proposed Classification 

Check if this is a new address 

Amendment - Explain below Anal printed labels in response to 

Aoencv letter dated 
Resubmlssion in response to Agency letter dated ____ _ O "Me Too" Appllcation 

O Other -Explain below 

Use additional pag 

This Is a Notification per PR Noiice 98-10 to add an Alternate Brand Name, H~rang92 Concentrated Household Cleaner. 

This notif~ealion is consistent with the provisions of PR Notice 98-10 and EPA regulations al40 CFR 152.46. and no other 

changes have been made to the labeling or the confidential statement of formula of this product. I undersiand that it is a 

violation of 18 U.S.C. Sec. 1001 to willfully make any false statement to EPA. I further understand thai if this notification is not 

consistent with lhe terms of PR Notice 98-10 and 40 CFR 152.46, this product may be in violation of FIFRA and I may be 

to enforcement action and penaHies under sections 12 and 14 of FIFRA. 

Janina M. Polizzi 

Chern Reg International, LLC 
Authorized Agent 

5. Date 
May20,2002 

•••• • • • • •••• 

• • . , .... 
•\Stamped) 

• 
•••• • • •••• 

•• • . . . 
• •• 

(Rev. 8-94) Previous (Origil!lll) Yell ow - Applicam Copy 

&3 



! \ 
!· ·~? 

I 

I 

I 

I 
I 
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1990 OLD BRIDGE ROAD, SUITE 201 
LAKE RI~GE, VIRGINIA 22192-2383 

DIRECT: 703-492-2717 
MAIN: 703-492-0445 
Fax: 703-492-0668 

JANINE M. POLIZZI 

May20, 2002 

Document Processing Desk (NOTIF) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
I 921 Jefferson Davis Highway 
Arlington, VA 22202-450 I 

Attn: Mr. Marshall Swindell (PM 33) 

E-MAIL: polizzi@chemreg.com 
WEB SITES: www.chemreg.com 

www .pesticide.net 

Re: H10range.z Concentrate 1 17 (EPA Reg. No. 69268-2) 
.Notification per PR 98-1 0 to add alternate brand name, H20range.z Concentrated 
Household Cleaner 

Dear Mr. Swinde11: 

As permined under PR Notice 98-10, EnvirOx, LLC is adding an alternate brand name, 
H20range2 Concentrated Household Cleaner, to EPA Reg. No. 69268-2. Enclosed please 
find .EPA Form 8570- I and one ( 1) copy of the 1abe1 with the change identified. Please let me 
know whether you have any questions about this notification, which is submitted on behalf of 
our client, EnvirOx, LLC. 

Regards, 

•••••• • • • • • • • • 

•••• • • • •• • 
• 

L anine ·M. Polizzi •••••• • • • • •• 

•• • • • • • •• 

cc: EnvirOx, LLC 

COJ\tSULTANTS To SUCC~lr 

••••• • • • • ••••• 

• • • ••••• • 
• 

• ••• • • •••• 
•• • • • • 

Over One Hundred and Fifty Years of Combined Experience Assisting Chemical, Pesticide, 
Bio-Chemical and Life Science Companies on a Wide Range of Issues, Including Regulatory 
Strategies, Registration, Data Support and Compensation, Quality Assurance, Study Design 

and Scientific Matters. 
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' • 

>"~,.. .. -·_., ......... .-.~--·---' ... --•• ~- ..... --~-..._.-...""..:,.. ... ,'-'-........ 

..,..,.,.~·-- CON~ENTRATE '~ 

i DIRECTIONS FOR USE tt is ~!ion ai F9d2ral !aw 10 use this proaua : 
1 I in a rnarlllar IIEOilSislem \Oilh Its i.l::.elil)J. 

j! .EnvirOJ H,Orang;, Concentrlltad Housahold c;teanar, 1\"IEn !Sid as dirac!9d 
~ as a sani!z&~ ki:l; gg_g~ cl the !c~: Slap.~ a!.!WS, Salmcnala 
· f cholaraesuis. KF.bsie2a pn!!llllOnize, Pse~mor.:s aorl.iro~ ~us 
i i faeC!ilis. end Eschori!:l'.ia coli. Vlhan LSOd as dirodOd as a~· !-I ;Orange, 
! j (;()n:entr.tad Housahotl Clearer _kills the _lolbtirg viruses In 5 ll!lllJ!!lS at~ '.I tamparature (20+/·t·C): He~pes Slflllle;( m:; T~a 2. Influenza A2! Japan. ,o 
• insu:11 rmn ell baaari.!i and viral agelll5 ara kllled as Slatoo, usa 10 oz. ol prodUd 
' 1 CDncen!rnte pei g.>llon cf waG!r. 

' CLEANIHG: Usin;j the approprtata ck;ning so!W:n lor tM rype ol sl:rface ;o be I uearsd ~ c2an the sulf11a1, allow to air dry. H ne~ u;a ac!lronal so!u­
l_ tiln. Replace so!utian dafrt. · 

~ TO USE AS A SAN!llZER AND VIRUCIDE IN BAT}!ROO!JS: Add 10 0!. of ! pmdua ccncemmta per galbn ol waiar fD1 sh\:5, lsucsts, ':0\Jr.tars, U:1n;;ls, to!l!ns 
· • (non-wmer 00\'ared sufaces) anti an hand ccn:aa wrfaa!s as wei ea v."Bll;, Stalls 
. ~~ and floors Whore urile and SOD build \4). f!!!pba! soft1i:m daJt{. fo:o\v iJistioc. 
• rilm lorlnamr.me, hart. non-poroifl swfaaJs. 

DEODORIZING: F01 ganeta1 cieodorlzilJ, use 2 pam I'~~~ Concannat!!d 
Hcu;atJi.d Cfi!anar 10 126 pans ~r.ner (2 oz I gallcn~ /lflr»i to harti, ror..po!CUil 
swfaoes ro eSminal& ~~ ollensiw o:i:lrs due 10 spalaga fran ~y, 
post-~OSlCmy m=~ and tmg ~ aild other sp!S 5Udlas unne or lacal 
maner. Slide 01 soot dapcslts, irdoJSirial plan! proeesses. mildaw end rrold 
surtacas In musiY close:s. F01 el!aclt.'ll. ~h leveL daodotlzlng. use 10 pat1S 

· HPBn98l Concerttalad Houset11tl Claaner ro liB pms wali!r (10 ozl ga!Dn). 

TO USE AS A SANiliZER AND VIRUCIDE ON INANI!AATE, HARD, NON­
POROUS SURFACES: kld I 0 o~ cl pn:duci ~u; par galen ol waw. 
Apply soh4ion li:le!ally 10 pra-cfeanad han:! surfacas, wilh a spray boale, pump 141 
.pressure sp:ayanwh a~ spmy. daih. sponga or mOJl. Allow Sl!rfaco to 

, 1 remain werfm 5 miltJes. rlliin, elhi!! albwto aidrv or~ dlytO remc•iae!= ~. 
FJ' 1 fi¥!i1 Haal'iy soilellsur'.am !hOL!d be prNeaned ll'ith t.ie ssme &eh.'tior~ 

~~l¥.~~~~~~J~~~-~--~--~-----------·---····-~-·~R-I!ll_iaeo_sc_fut_io_n_d3Qy. -------------.--~·---j 

' >· ": ,i .1 .. " ···-------·--·-·"'!------·---& ~~---·---·--·-----··-----·· ---- . -.->' •. ~-~ )-·. 6. ,, --·----------------·-* -<!J······-~ .. ····---·---·--··-·-" ··-···--··•"- _,A - , .. -~ - • • 

Bathroom surfaces 
USE HEAVY-DUTY DILUTION. (10 ozJgai.)Spray sir.k. faut:81S, CDIU'let. toilei, 
(and :kior around !oil((), tub end shower lberoly. I.J)t Sit for 1Jve rrinutos than 
1Yloe 01 sctub dean. No rinse is requ~ed- Use as daily s!KMoar spray fo p1l!'lellt 
soli buUdup. Sp~ay suifares al!er Shol'~er and IS! dry. 

KitChen sulfar:as 
USE HEAVY-DUTY DILIJTIO,'I. (10 CP..Jgal.) Spmy and~ clean. For lm\j' 
soils on tmd and 51DV61qJS. spray end let sl a law nmUies lhen saiJb 01 wpe 
cl8an. For aJor con!rclln garbage containers, spray ighlly balorll insertisl) plas­
tic finm. 

carpet steins 
USE CARPET SPOTTER DILUTION. i2 o.z.Jgal.) B!!lcre deaning. 1&.;1 a iJiooen 
section lor color fastness. Rsnove gross sci. than s0311 spct end let si; for ti>e 
to ten mnutas. Blot tne S)Xll wiih a claan, soft Cloth. Repea: as nscessary. Fer 
peirclauiiHlasoo stains usa Su;:;Er-Dtty Dilution i24·48 OZJgai.J and rinse wi1h 
clean water. 

GJass surfaces 
USE LISHHllJTY DILUTION. !1 02JG31.) Sp:a~ aurlsca and wipe aeart 
il is not neGCSSafY to pdish the iurlaca dry. 

CJtmoN: ~ mr.daa:e e)1! ii.lrmga.AI'Ild ~~ f![<5, sm Ol'ckilii)J.·\\2sb 
~ '(j!h ~ ane ire!a! a!t:r ~A\Ud «ma'Tir.iim of load 
Nw produells diUad h a!X:IJil!m:e ell dil8diuls fa-usa, saluty tJ- a o:im &IJD 
praleclirl n roti'8Cjlbai Procluct, a!& Wk!fm aandi-g ID ci!da5, is rmilrillq 
ARST AID: 
IF IN EYES! HrJd 9f9 !p!lfl &J1d Ms& flrmt at F/ film IIW br 1>20 ~ 

Rarro~e COil1ilQ 1snses. H preslfi, 6!21 le 11ts1 5ll"irltis, ~ ~ ms~ t"J"a 
Gal a OOsal conut1 cater or ~ti!Oll1at 2!ll'12. • • • 

JFOHSJ<iNAioiDCI.OfHNG:Ut.edl~dd!irg.liiSil~~llith­
!ientt ct 1'/i!B (a 15-ZJ airuta Ciia ¢300 lin!rd ~ C: ~ ltr lreSreta 

adlm -•••••• • • • _ 
IF SWAU.OVIED: Cal a po:ison w.mi CSl!i!'<r doSDciil'~ lcllt!lrenl aM!:a 

liir/9P6JSOo1 sip a IJ:!is cl IO'a!Sril ale ar• Do n.;l i¥i;e~.ll urless ldd 1D 
do so Ill' a pi.coo Q)IJ!ld Ol1iiel u ~DR W< gw at:'~ !~'roan liXDn-
sda.ls pe!SOtL • • 

IF INHALED: !be liam ID fresh ar. U tp'~ 3 ~11 C( .:.1 ~ man, rj/e 
~ ~ p.al3t1 mcl.'fl-0-m:a!m, u~a ca11 ~~f'w ~ru 
dcdcr fa fur1har tr.li!UT'e!lilld'.tcs. • • • • • 
~ ro l'h¢aan ?.-ril:!!11; ~ ~ lllZf =iai:rlcall ':':a" u:m: lalll[l!. 

STORAGE AND DISPOSAL: : • • • • , 
Laundry pr&-spray. JHCASEOFSP!U.:Oean141iomma!l!tj. To dam~ !fit Mil aua~w~q..G'Ri'f 
USE SUPER-DUTY DILUTION. (24-48 ozJgal) Tesl dekate fabrics i~ hidden d 1\'lLl!t 

ll/G31or colo- fastness. Soak spo1 end let Sit tor m leas! filtoon miunes.lllen STORAGE:()) rttar.mrma wamr, loa! end <rf!l!Xl bf ~ s:tWetao.1 S5"f. iieep 
lal.l'ldet or 5CIUb and rinse as usual au;:araa away f1Dm ~ m.;;ariais. 

Tough soils. PESTX:mE DISPOSAL: Do Itt cantlllina!a lia!a, bJd !X fEed bj ~-
USE SUPEfi.OUlY DtdJTION. (24-<~8 ozJgal) Spray the SOI1 !at sit a law CONTAIIIER DSPOSAL: ~ Q1IJlY (DIIt;illS!. ()) rn nma etl'llfY Cll'lliilEis. , 
minutes, then saub or~ daan. Use 1« on and grease. b.zgs and 1a1 on ~ an1 ~Ol £isp;Js9 din lr.!sh. • ~ ~-

1 oulanobiles. drlsd food msidue. and pet sails. · ~ 
~-: -·····- ldanufacnrild by EnYi!Ox LL.C. • OemiDe. rllitiOis • S00-281-9604 ' i . ~--·'-~---.. -....... .,_~-----~·-------~----l ______ ....... ~...---~---'Coll!'·,------
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UNITED STATES ENVIRONMENTAL-PROTECTION AGENCY . 
- . •, . ·.·. . . 

Kyle Sibinovic, Agent for Envirox 
c/o ShaJdra, Inc.· 
4327 Reels Mill Road 
Frederick, MD 21704-7759 

Subject: H20range2 Concentrate 1 17 
EPA Reg. No. 69268-2 
Your Notification Dated 3/11/2001 

The notification referred-to_ abo~e, submitted in connection with registration under the Federal 
·: Insecticide, Fungicide, and Rodenticide Act, as amended, to change the registrants address, 

.telephone, and fax, and to aqd ~e altem(ltebrand name"H20range2.Concentrated.Househo~d 
Cleaner", and to change abbreviate the .cantaifi:er sizes from gallori to gal, and oimce to oz, is 
acceptable. · 

Your notification has been made a part of the permanent records for this file.· 

If you have any questions about the comments in thisletter,-please feel free to co9tact Tony Kish 
at 703~308-9443, or myself at 703-308-6341. 

CONeURII!NCI!S 

'ndeJJ, 
Product Manager Team 33, 
Regulatory Management Branch I 
Antimicrobials Division (751 OC) 

. · . 
. !· 
·.· . '·.- . 
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SHALDRA, INC.~ 
4327 REELS MILL RD - FREDERICK, MD 21704-7169 

(301) 695-1200 FAX: (301) 695-1409 
eiTUIII: shaldm@starpower.net 

Document Processing D·esk (NOTIF) 
Office of Pesticide Programs (7504C) 
US Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 for 

Marshall Swindell 
Product Manager (33) 
Regulatory Management Branch I 
Antimicrobial Program Division (751 OW) 
US Environmental Protection Agency 
Crystal Mall 2, Room 266A 
1921 Jefferson Davis Hwy 
Arlington, VA 22202 

Dear Mr. Swindell: 

As directed, I am sending you the following notification: 

Re: H20range2 117 Concentrate 
Notification of Address Correction 
EPA Reg. No. 69268-2 
OPP 10# 233388 
03-11-2002 

1. Application for Notification of Address Correction - OPP ID # 233388. 
(a) Notification of the address correction for EnvirOx, LLC 
From: EnvirOx, LLC To: EnvirOx. tLC New phone#: 217-442-8596 

Box 19-Maple Grove Rd. 1938 E. Fairchild Sl New fax#: 217-442-2568 
Georgetown, ll 61842 Danville, IL 61832 

(b) Addition of the alternate brand name: H20range:z Concentrated Household Cleaner. 
(c) Change container sizes to read: gal in place of gallon, oz in place of ounce. 

2. Copy of the master label with the address correction noted. 

3. All correspondence is to be sent as usual to the above address to the attention of our agent, Dr. 
Kyle H. Sibinovic, at her address as given above. 

The above correction is the only change made to the label. Except for item 1(c), no other changes have 
been made since the changes to the First Aid sedion submitted in October, 2001, and the notification 
statement as per PR Notice 98-10 is included on the Form 8570-1. 

Sincerely yours, 

~P1» 
Kyle H. Sibinovic, Ph.D. 
Agent for Envirox, LLC 

•••••• • • • • • • • • 
•••••• • • . • •• 
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FRONT PANEL- IENVIROX 117 MASTER LABEL 03-11..02 

(logo) 

H20RANGE2 CONCENTRATE 117 
OXIDIZING MUL Tl PURPOSE CLEANER, DEGREASER & SANITIZER (NON-FOOD 
CONTACT SURFACES), VIRUCIDE & DEODORIZER FOR HARD, NON-POROUS 

SURFACES 

ACTIVE INGREDIENT 
Hydrogen peroxide 

OTHER INGREDIENTS 

TOTAL 

3.95% 

96.05% 

100.00% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

PRECAUTIONARY STATEMENTS 

SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS 

EPA Reg. No. 69268-2 
EPA Est. No. 69268-IL-001 

ENVIROX, LLC. 
1938 E. FAIRCHILD ST 
. DANVILLE, IL 61832 

NET CONTENTS: 5 gal (640 oz);1 gal (128 oz, 3784 ml); 32 oz(946 ml) 

• • • • • •••••• •••• 
This product is not to be used as a terminal sterilant/disinfectant on any surface or instrument that (1) is intr0<4Jc;e4di~ctly into th~human 
body, either into or in contact With the bloodstream or normally sterile areas of the body, or (2) contacts int8ct muceus mefllbran~. but 
Which does not ordinarily penetrate the blood barrier or otherwise enter normally sterile areas of the body. Jllia f~IOOuct m~ to 
preclean or decontaminate critical or semi-Critical medical devices prior to sterilization or high level disinfecti~. : 

•• 
•• • •• • • • • •• •• • 

• • • ••••• • 
• 

• ••• • • •••• 
•• • • • • • •• 



LEFT PANEL- ENVIROX 117 MASTER LABEL 

PRECAUTIONARY STATEMENTS 

03-11.{)2 
EnvirOx 800-281-9604 

HAZARDS TO HUMAN AND DOMESTIC ANIMALS 

Caution. Causes moderate eye damage. Avoid contact with eyes, skin, or clothing. Wash thoroughly with 
soap and water after handling. Avoid contamination of food. 

After product is diluted in accordance with directions for use, safety glasses or other eye protection 
are not required. Product, after dilution according to directions, is non-irritating. 

FIRST AID 
IF IN EYES: Hold eye open. Rinse slowly and gently with water for 1~20 minutes. Remove contact lenses, if present, 
after the first 5 minutes, then, continue rinsing eye. Call a poison control center or doctor for treatment advice. 

IF ON SKIN OR CLOTHING: Take off contaminated clothing. Rinse skin immediately with plenty of water for 15 to 20 
minutes. Call a poison control center or doctor for treatment advice. 

IF SWALLOWED: Call a poison control center or doctor immediately for treatment advice. Have person sip a glass of 
water if able to swallow. Do not induce vomiting unless told to do so by a poison control center or doctor. Do not give 
anything by mouth to an unconsdous person. 

IF INHALED: Move victim to fresh air. If not breathing, call 911 or an ambulance, then, give artifidal respiration, 
preferably mouth-tc:rmouth, if possible. Call a poison control venter or doctor for further treatment advice. 

STORAGE AND DISPOSAL 

IN CASE OF SPILL: Clean up immediately. To clean up spill, flush area with large quantity of water. 

STORAGE: Do not contaminate water, food, and or feed by storage. Store below 95°. Keep concentrate 
away from incompatible materials. 

e PESTICIDE DISPOSAL: Do not contaminate water, food or feed by disposal. 

CONTAINER DISPOSAL: Completely empty container. Do not reuse empty containers. Rinse o;~nd recycle 
or dispose of in trash. 

DIRECTIONS FOR USE 
It is violation of Federal law to use this product in a manner inconsistent with its labeling. 

H20range2 Concentrate 117, when used as directed as a sanitizer, kills 99.99% of the following: 
Staphylococcus aureus, Salmonella choleraesuis, Klebsiella pneumoniae, Pseudomonas aeruinosa, 
Streptococcus faecalis, and Escherichia coli. When used as directed as a virucide, H20range2 Concentrate 
117 kills the following viruses in 5 minutes at room temperature {20+/-1°C): Herpes simplex virus Type 2, 
Influenza A/Japan, and HIV-1 {Human Immunodeficiency Virus). To insure that all bacteriaLenp tiral 
agents are killed as stated, use 10 oz. of product concentrate per gallon of water. : • •: •: • • • • 
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BACK PANEL· ENVIROX 117 MASTER LABEL 03-1HJ2 
EnWOx600-281-9604 

Cleaning: Using appropriate cleaning solution for the type of surface to be treated, thoroughly clean the 
surface. allow to air dry. If needed use additional solution. Replace solution daily. 

To use as a sanitizer and virucide on inanimate, hard. non-porous surfaces: Add 1 0 ounces of product 
concentrate per gallon of water. Apply solution liberally to pre-cleaned hard surfaces, with a spray bottle, 
pump up pressure sprayer using a coarse spray, cloth, sponge or mop. Allow surface to remain wet for 5 
minutes, then, either allow to air dry or wipe dry to remove excess liquid. Heavily soiled surfaces should be 
pre-cleaned with the same solution. Replace solution daily. 

To use as a sanitizer and virucide in bathrooms: Add 10 oz. of product concentrate per gallon· of water 
for sinks, faucets, counters, urinals (non-water covered surfaces). toilets (non-water covered surfaces) and 
all hand contact surfaces as well as walls. stalls and floors wtiere urine and soils build up. Replace solution 
daily. Follow instructions for inanimate, hard, non-porous surfaces. 

HIV-1: To kill HIV-1 in 5 minutes at room temperature (20-25° C) on precleaned environmental 
surfaces/objects previously soiled with blood/body fluids at a concentration of 1 oz I gallon (1 part of 
H20range2 Concentrate 117 to 127 parts of water). For use in health care settings or other settings in which 
there is an expected likelihood of soiling of inanimate surface/objects with blood or body fluids, and in which 
the surfaces/objects likely to be soiled with blood or body fluids can be associated with the potential for 
transmission of human immunodeficiency virus Type I (HIV-1 Associated with AJDS). 

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HIV-1 (HUMAN 
IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES/OBJECTS SOILED WITH BLOOD/BODY 
FLUIDS: 
Personal Protection: Wear appropriate barrier protection such as latex gloves, gowns, masks or eye cover­
ings. Cleaning Procedure: Blood and other body fluids must be thoroughly cleaned form surfaces and 
objects before application of diluted product using the Heavy Duty or Super Duty Cleaning Solution. 
Contact time: While the HIV-1 virus is inactivated in 5 minutes, at use concentration of 1 oz I gallon, with both 
organic load and when diluted in hard water (up to 400 ppm hardness), use the recommended contact time 
for sanitization and virucidal activity as given on this label. 
Infectious Materials Disposal: Cleaning materials.that may contain blood and other body fluids should be 
disposed of by autoclaving or as directed by the facility safety officer. 

e Deodorizing 
For general deodorizing, use 2 part H20range2 Concentrate 117 to 126 parts water (2 oz I gallon). Apply 
to hard, non-porous surfaces to eliminate generally offensive odors. For effective, high level, deodorizing, 
use 10 parts H20range2 Concentrate 117 to 118 (10 oz I gallon) parts water. Apply to hard, non -porous 
surface thoroughly to eliminate odors due to spillage from post-colostomy, post-ileostomy dressing and bag 
changes, and other spills such as urine or fecal matter; smoke or soot deposits, industrial plant processes, 
mildew and mold, and surfaces in musty closets. 
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RIGHT PANEL -ENVIROX 117 MASTER LABEL 

CLEANING SOLUTION DILUTIONS & APPUCA TIONS 

LIGHT DUTY (1 Oz I gal)GREEN (bottle or label) 

Streak free window, mirror and stainless steel cleaning 
General floor cleaner for mopping & auto scrubbers 
Bonnet cleaning solution for carpets 
Light wipe down cleaner 

GENERAL PURPOSE (2 Oz/ gal) BLUE (bottle or label) 

General wipe down cleaner 
Mopping solution for Bathroom and Kitchen floors 
General carpet spot remover 

03-11-02 
EnvirOx 800-281-9604 

HEAVY DUTY ( 10 Oz I gal) RED (bottle or label) 

Bathroom, shower room, tile & grout cleaner 
Urine and garbage odor eliminator 
Pre-spray for carpet extraction 
General degreaser 
Heavy soil wipe down cleaner 
Heavy carpet spot remover 
Cleans Mold & mildew 

SUPER DUTY (2448 Oz I gal) PURPLE (bottle or label) 

Renovation of tile & grout surfaces 
Difficult urine & garbage odor destruction 
Scuff marks and stubborn stains 
Cleans heavy mold & mildew 

DIRECTIONS FOR CONSUMER LABEL - CLEANING DILUTIONS 

CLEANING APPLICATIONS 

Bathroom surfaces 
USE HEAVY_DUTY DILUTION (10 oz/gal). Spray sink, faucets, counter, toilet, (and floor around toilet), tub and 
shower liberally. Let sit for 5 min. then wipe or scrub clean. No rinse is required. Use as daily shower spray to 
prevent soil buildup. Spray surfaces after shower and let air dry. 

Kitchen surfaces 
USE HEAVY DUTY DILUTION (10 oz/gal). Spray and wipe clean. For heavy soils on hood and stovetops, spray 
and let sit a few minutes than scrub or wipe clean. For odor control in garbage containers, spray lightly before 
inserting plastic liner. 

Carpet stains 
USE CARPET SPOTTER DILUTION (2 oz/gal): Before cleaning, test a hidden section for color fastness. Remove 
gross soil, then soak spot and let sit for 5 to 10 min. Blot spot with a clean, soft cloth. Repeat as necessary. For 
petroleum-based stains use Super-Duty Dilution(24-48 oz/gal) and rinse with clean water. 

Glass surfaces 
USE LIGHT DUTY DILUTION (1 oz/gal). Spray surface and wipe clean. It is not necessary to polish the surface dry. 

Laundry pre-spray 
USE SUPER DUTY DILUTION (2448 oz/gal). Test delicate fabrics in hidden area for color fastness. Soak spot and 
let sit for at least 15 min., than launder or scrub and rinse as usual. 

Tough soils 
USE SUPER DUTY DILUTION 24-48 oz/gal). Spray soil, let six a few minutes, then scrub or wipe clean. Use for 
oil and grease, bugs and tar on automobiles, dried food residue and pet soils. • • • • • •••• 
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UNITED s·TATES ·eNVIRONMENTAL PROTECTION AGENCY 

HAR . 1 4 Z002 , · 

Shaldra, Inc., Agent for 
. EnvirOx, LLC 

c/o 4327 Reels Mill Ro_ad 
Frederick, MD 21704-7759 ·· 

Attention: Kyle H. Sibinovic, PhD · 

Subject: H2 Orang~ Concentrate 117: 
EPA Registration No._ 69268-2 

: ':' 

Amendment Application Dated: March 1, 2002 
EPA Receive~ Date: February 8, 2002 . ·· 

The labeling referred to above, submitted in connection with registration under:the 
Federal Insecticide, Fungicide and Rodenticide Act, aS amended, is acceptable. A 
stamped copy is enclosed for your records: 

Enc.losure · 

,&k~~ 
·Marshall Swindell 
Produ~tM~ag~r(33) 
Regulatory Management Branch I 
Antimicrobials Division (7510C) 

.·· 

COHc:tiRR!HCU 

·. . . -~ 
~ . . .: 

......................... -······ ................. ···~ .............................. ········-······· ................ . ............. _. 
. . . . ·················J ................. ................. . ................................................... . 

·o 
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FRONT PANEL- IENVIROX 117 MASTER LABEL 03-11-02 

(logo) 

H20RANGE2 CONCENTRATE 117 
OXIDIZING MUL Tl PURPOSE CLEANER, DEGREASER & SANITIZER (NON-FOOD 

CONTACT SURFACES), VIRUCIDE & DEODORIZER FOR HARD, NON-POROUS 
SURFACES 

ACTIVE INGREDIENT 
Hydrogen peroxide 

OTHER INGREDIENTS 

TOTAL 

3.95% 

96.05% 

100.00% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

PRECAUTIONARY STATEMENTS 

SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS 

EPA Reg. No. 69268-2 
EPA Est No. 69268-IL-001 

ENVIROX, LLC. 
1938 E. FAIRCHILD ST 
DANVILLE, IL 61832 

NET CONTENTS: 5 gal (640 oz);1 gal (128 oz, 3784 ml); 32 oz(946 ml) 

MAR I 4 2002 

Under the Federal Insecticide. Fungicide, and 
Rodenticide Act as amended. lor the 
pesticide. regi3te.-ed under 
EPA Reg. No.,1, 9 4 T-~ 

This product is not to be used as a terminal sterilant/disinfectant on any surface or instrument that (1} is introduced directly into the human 
body, either into or in contact with the bloodstream or normally sterile areas of the body, or (2} contacts intact mucous membranes. but 
which does not ordinarily penetrate the blood barrier or otherwise enter normally sterile areas of the body. This product may be used to 
preclean or decontaminate critical or semi-critical medical devices prior to sterilization or high level disinfection. 

"11 



LEFT PANEL- ENVIROX 117 MASTERLABa 

PRECAUTIONARY STATEMENTS 

03-11~2 
EnvirOx 800-281-9604 

HAZARDS TO HUMAN AND DOMESTIC ANIMALS 

caution. Causes moderate eye damage. Avoid contact with eyes, skin, or clothing. Wash thoroughly with 
soap and water after handling. Avoid contamination of food. 

After product is diluted in accordance with directions for use, safety glasses or other eye protection 
are not required. Product, after dilution according to directions, Is non-Irritating. 

FIRST AID 
IF IN EYES: Hold eye open. Rinse slowly and gently with water for 15-20 minutes. Remove contact lenses, if present, 
after the first 5 minutes, then, continue rinsing eye. Call a poison control center or doctor for treatment advice. 

IF ON SKIN OR CLOTHING: Take off contaminated clothing. Rinse skin immediately with plenty of water for 15 to 20 
minutes. Call a poison control center or doctor for treatment advice. 

IF SWALLOWED: Call a poison control center or doctor immediately for treatment advice. Have person sip a glass of 
water if able to swallow. Do not induce vomiting unless told to do so by a poison control center or doctor. Do not give 
anything by mouth to an unconscious person. 

IF INHALED: Move victim to fresh air. If not breathing, call 911 or an ambulance, then, give artificial respiration, 
preferably mou~to-mouth, if possible. can a poison control venter or doctor for further treatment advice. 

STORAGE AND DISPOSAL 

IN CASE OF SPILL: Clean up immediately. To clean up spill, flush area with large quantity of water. 

STORAGE: Do not contaminate water, food, and or feed by storage. Store below 95°. Keep concentrate 
away from incompatible materials. 

PESnCIDE DISPOSAL: Do not contaminate water, food or feed by disposal. 

CONTAINER DISPOSAL: Completely empty container. Do not reuse empty containers. Rinse and recycle 
or dispose of in trash. 

DIRECTIONS FOR USE 
It is violation of Federal law to use this product in a manner inconsistent with its labeling. 

H20range2 Concentrate 117, when used as directed as a sanitizer. kills 99.99% of the following: 
Staphylococcus aureus, Salmonella choleraesuis, Klebsiella pneumoniae, Pseudomonas aeruinosa, 
Streptococcus faecalis, and Escherichia coli. When used as directed as a virucide, H20range2 Concentrate 
117 kills the following viruses in 5 minutes at room temperature (20+/-1°C): Herpes simplex virus Type 2, 
Influenza NJapan, and HIV-1 (Human Immunodeficiency Virus). To insure that all bacterial and viral 
agents are killed as stated, use 10 oz. of product concentrate per gallon of water. 

2 
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Rlldenllcide Act as amended. for the 
pestieide. rcgiste;ed under 
EPA Reg. No. t 
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BACK PANEL - ENVIROX 117 MASTER LABEL 0~11-02 
EnWOx 800-281-9604 

Cleaning: Using appropriate cleaning solution for the type of surface to be treated, thoroughly clean the 
surface. allow to air dry. If needed use additional solution. Replace solution daily. 

To use as a sanitizer and virucide on inanimate. hard. non-porous surfaces: Add 10 ounces of product 
concentrate per gallon of water. Apply solution liberally to pre-cleaned hard surfaces, with a spray bottle, 
pump up pressure sprayer using a coarse spray, cloth, sponge or mop. Allow surface to remain wet for 5 
minutes, then, either allow to air dry or wipe dry to remove excess liquid. Heavily soiled surfaces should be 
pre-cleaned with the same solution. Replace solution daily. 

To use as a sanitizer and virucide in bathrooms: Add 10 oz. of product concentrate per gallon of water 
for sinks, faucets, counters, urinals (non-water covered surfaces). toilets (non-water covered surfaces) and 
all hand contact surfaces as well as walls, stalls and floors where urine and soils build up. Replace solution 
daily. Follow instructions for inanimate, hard, non-porous surfaces. 

HIV-1: To kill HIV-1 in 5 minutes at room temperature (20-25° C) on precleaned environmental 
surfaces/objects previously soiled with blood/body fluids at a concentration of 1 oz I gallon (1 part of 
H20range2 Concentrate 117 to 127 parts of water). For use in health care settings or other settings in Which 
there is an expected likelihood of soiling of inanimate surface/objects with blood or body fluids, and in Which 
the surfaces/objects likely to be soiled with blood or body fluids can be associated with the potential for 
transmission of human immunodeficiency virus Type I (HJV-1 Associated with AIDS). 

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HIV-1 (HUMAN 
IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES/OBJECTS SOILED WITH BLOOD/BODY 
FLUIDS: 
Personal Protection: Wear appropriate barrier protection such as latex gloves, gowns. masks or eye cover­
ings. Cleaning Procedure: Blood and other body fluids must be thoroughly cleaned form surfaces and 
objects before application of diluted product using the Heavy Duty or Super Duty Cleaning Solution. 
Contact time: While the HIV-1 virus is inactivated in 5 minutes, at use concentration of 1 oz I gallon, with both 
organic load and When diluted in hard water (up to 400 ppm hardness). use the recommended contact time 
for sanitization and virucidal activity as given on this label. 
Infectious Materials Disposal: Cleaning materials that may contain blood and other body fluids should be 
disposed of by autoclaving or as directed by the facility safety officer. 

Deodorizing 
For general deodorizing, use 2 part H20range2 Concentrate 117 to 126 parts water (2 oz I gallon). Apply 
to hard, non-porous surfaces to eliminate generally offensive odors. For effective, high level, deodorizing, 
use 10 parts H20range2 Concentrate 117 to 118 (10 oz I gallon) parts water. Apply to hard, non -porous 
surface thoroughly to eliminate odors due to spillage from post-colostomy, post-ileostomy dressing and bag 
changes, and other spills such as urine or fecal matter; smoke or soot deposits, industrial plant processes, 
mildew and mold, and surfaces in musty closets. 
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RIGHT PANEL -ENVJROX 117 MASTER LABEL 

CLEANING SOLUTION DILUTIONS & APPUCATIONS 

LIGHT DUTY (1 Oz I gai)GREEN<bottle or label} 

Streak free window, mirror and stainless steel cleaning 
General floor cleaner for mopping & auto scrubbers 
Bonnet cleaning solution for carpets 
Light wipe down cleaner 

GENERAL PURPOSE (2 Oz/ gal) BI..UE (bottle or label) 

General wipe down cleaner 
Mopping solution for Bathroom and Kitchen floors 
General carpet spot remover 

03-11-02 
EnvirOx 8~281-9604 

HEAVY DUTY (10 Oz I gal) RED (bottle or label) 

Bathroom, shower room, tile & grout cleaner 
Urine and garbage odor eliminator 
Pre-spray for carpet extraction 
General degreaser 
Heavy soil wipe down cleaner 
Heavy carpet spot remover 
Cleans Mold & mildew 

SUPER DUTY (2448 Oz I gal) PURPLE (battle or label) 

Renovation of tile & grout surfaces 
Difficull urine & garbage odor destruction 
Scuff marks and stubborn stains 
Cleans heavy mold & mildew 

DIRECTIONS FOR CONSUMER LABEL ·CLEANING DILUTIONS 

CLEANING APPLICATIONS 

Bathroom surfaces 
USE HEAVY _DUTY DILUTION (10 ozlgal). Spray sink, faucets, counter, toilet, (and floor around toilet), tub and 
shower liberally. let sit for 5 min. then wipe or scrub clean. No rinse is required. Use as daily shower spray to 
prevent soil buildup. Spray surfaces after shower and let air dry. 

Kitchen surfaces 
USE HEAVY DUTY DILUTION (10 ozlgal). Spray and wipe clean. For heavy soils on ·hood and stovetops, spray 
and let sit a few minutes than scrub or wipe clean. For odor control in garbage containers, spray lightly before 
inserting plastic finer. 

Carpet stains 
USE CARPET SPOTTER DILUTION (2 oz/gal). Before cleaning; test a hidden section for color fastness. Remove 
gross soil, then soak spot and let sit for 5 to 10 min. Blot spot with a clean. soft cloth. Repeat as necessary. For 
petroleum-based stains use Super-Duty Dilution(24-48 oz/gal) and rinse with clean water. 

Glass surfaces 
USE LIGHT DUTY DILUTION ( 1 oz/gal). Spray surface and wipe clean. It is not necessary to polish the surface dry. 

Laundry pre-spray 
USE SUPER DUTY DILUTION (24-48 oz/gal). Test delicate fabrics in hidden area for colorfastness. Soak spot and 
let sit for at least 15 min., than launder or scrub and rinse as usual. 

Tough soils 
USE SUPER DUTY DILUTION 24-48 oz/gal). Spray soil, let six a few minutes, then scrub or wipe clean. Use for 
oil and grease, bugs and tar on automobiles, dried food residue and pet soils. 
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SHALDRA, INC. 
4327 REELS MILL RD • FREDERICK, MD 217()4..7769 

(301) 69$.1200 FAX: (301) 69S.1409 
email: sha/dra@starpower.net 

Marshall Swindell 
Product Manager (33) 
Regulatory Management Branch I 
Antimicrobial Program Division (7510W) 
US Environmental Protection Agency 
Crystal Mall 2, Room 266A 
1921 Jefferson Davis Hwy 
Ar1ington, VA 22202 

Dear Mr. Swindell: 

Re: Copies of EnvirOx labels for:tf20range2 
117 Concentrate (5 copies each) with 
correct address on label for stamping. 
EPA Reg. # 69268-2 
03-11-2002 

Following are 5 copies of the above referenced label with the correct address of EnvirOx, LLC on the first 
page. The states are requesting that we obtain a stamped label from your office with this address correction 
on it to accompany the state applications. 

We greatly appreciate your providing us with the needed stamped labels for that use. 

Thank you for your assistance with this matter. 

Sincerely yours. 

~,r?~D 
Kyle H. Sibinovic, Ph.D. 
Agent for EnvirOx, LLC 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON. D.C. 20460 

Shaldra, Inc. 
4327 Reels Mill Road 
Frederick, MD 21704-7759 

Attention: Kyle H. Sibinovic 

Subject: H2 Orange 2 Concentrate 117 
EPA Registration Number 69268-2 
Your Submission Dated April 27th, 2000 
EPA Received Date April 2811\ 2000 

HAY 0 9 2000 

OFFICE OF 
PREVENTION. PESTICIDES 

AND TOXIC SUBSTANCES 

This will acknowledge receipt of your notification to add the alternate brand name·"~ 
Orang~ 117 (Manuel Dilution)" submitted under the provisions ofFIFRA section 3(c)9. 
based on a review of the submitted material, the following comments apply. 

The application is acceptable and the notification has been made a part of the records for 
this file. 

\ 

Sincerely, 

vu/~4/ 
~~de11 / 
Product Manager 3 3 
Regulatory Management Branch I 
Antimicrobial.Division(7505C) 
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SHALDRA, INC. 
4327 REELS MILL RD • FREDERICK, MD 21704-7759 

(301) 695-1200 FAX: (301) 695-1409 
email: shaldra@starpower.net 

Marshall Swindell 
Product Manager Team 33 
Regulatory Management Branch I 
Antimicrobial Program Division (7510C) 
US Environmental Protection Agency 
Crystal Mall 2, Room 266A 
1921 Jefferson Davis Hwy 
Arlington, VA 22202 

Re: Notification of Altemte Brand Name for Product 
H20rang~ Concentrate 117 

Dear Mr. Swindell: 

Enclosed please find the following: 

1. Transmittal letter. 

EPA Reg. No. 69268-2 
OPP 10# 233362 
Response to letter of 04-05-2000 
04-27-2000 

2. Application for Pesticide Notification - OPP 10 # 233362, for the addition of alternate brand name, with 
notification statement. 

To be consistant with the wishes of the State of California, the sponsor, EnvirOx, LLC, wishes to add the 
alternate brand name for this product of: H20 rang~ 117 (Manuel Dilution). 

This notification is filed in accordance with PR Notice 95-2, Section II. A.1, and is consistant with 98-10. 
As it is apparent that the initial submission in which the notification statement was attached as a separate 
page and was apparently lost, the notification statement is located on form 8570-1 . 

Thank you for your atter_~tion to this notification. 

Sincerely yours. 

Kyle H. Sibinovic, Ph.D. 
Agent for EnvirOx, LLC 

PhfJ 
) . 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGJON. O.C. 20460 

Shaldra, Inc. 
4327 Reeds Mill Road 
Frederick, MD 21704-7759 

Attention: Kyle H. Sibinovic, Ph.D. 

Subject: H 2 Orange 2 Concentrate 117 
EPA Registration Number 69268-2 
Your Submission Dated March 16, 2000 
EPA Received Date March 17, 2000 

APR 5 2000 

OFFICE OF 
PREVENT lOll. PEST! C IDES 

AND TOXIC SUBSTANCES 

This is to acknowledge receipt of your notification to add the additional brand name of H 2 

Orange 2 117. This notification is unacceptable due to the omission of the notification state­
ment as per PR Notice 98-10 and EPA regulations 40CFR 152.46. 

Resubmit a revised EPA form 8570-1 in which the appropriate notification statement as per 
PR Notice 98-10 appears in Section II under the subheading "Explanation". 

If you have any questions concerning this letter, please contact Karen M. Leavy-Munk at 
- (703)-308-6237. 

Sincerely, 

~~~ 
Marshall Swindell 
ProductManager33 
Regulatory Management Branch I 
Antimicrobial Division (7505C) 

9o 
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SHALDRA, INC. 
4327 REELS MILL RD - FREDERICK, MD 21704-n59 

(301) 695-1200 FAX: (301) 695-1409 
email: shaldra@starpower.net· 

Marshall Swindell 
Product Manager Team 33 
Regulatory Management Branch I 
Antimicrobial Program Division (751 OC) 
US Environmental Protection Agency 
Crystal Mall 2, Room 266A 
1921 Jefferson Davis Hwy 
Arlington, VA 22202 

Re: Notification of Altemte Brand Name for Product 
H20range2 Concentrate 117 
EPA Reg. No. 69268-2 
OPP ID# 233357 
03-16-2000 

Dear Mr. Swindell: 

Enclosed please find the following: 

1. Transmittalletter. 
2. Application for Pesticide Notification· OPP ID # 233357, for the addition of alternate brand name. 

To be consistent with the wishes of the State of California, the sponsor, EnvirOx, LLC, wishes to add the 
alternate brand name for this product of: H20range2 117 (Manuel OilutiQn). 

This notification is filed in accordance with PR Notice 95-2, Section II. A.1. 

Thank you for your attention to this notification. 

Sincerely yours, 

Kyle H. Sibinovic, Ph.D. 
Agent for EnvirOx, LLC 

• • • • • •• •• 

• 
• • •••••• • 
••• • • • •• 

• 
•••• • • •••• 
•••• . . . 
•••• 

• ••••• • • • • • 
• ••••• • • •• 
••••• • • ••••• 
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Alphen LLC 
P. 0. Box 19 

UNIT~D STAT:ES ENVIRONMENTAL ·P~OTECTIOH AGENCY 
· .. 

· Maple Groye Road 
Georgetown, IL 61846 

Mailed To: 

RE: 

Kyle Sibinovic, Agent For Alphen,- Inc. 
Sbaldra, Inc. . · .. · 
4327 Ree~ Mill RQad . , 
Frederick, MD 21704,.:7759 

EPA Reg. No: 69268~2 
H 

1
0rilnge 1 ConcentJ:ate 117 -~ .. - · .... 

Your Amendment D~ted 813/99. . 

JAN 3 1 ZOOO 

l11e Amendment referred to above, submitted in COJUlection with registration under the Federal 
lt'!secticide, Fungicide, and Rodenticide Act (FIFRA), as amended, to submit four J}ew·acute 
toxicology studies in support of a change of the Signal W~rd from "DANGER)> to "CAUTION'', . 
is acceptable, providing that you makethe foll<nvipglabel changes listed in this letter, 

A c~py of the _label stamped "Accept~d" With Comments" is enclosed for y~i.rr ~ecords. 

This product, ~d the companion p~duct (EPA ·Reg. N(): 69268-1 ); were originally registered · 
~based on the "Cite· All" method of suppOrt. Thils, product specific acute toxicology·studi.es were 
never submitted or reviewed for ~ither product. Tiie "Signal Word", ''Precautionary Statements", 
and "Statement ofPractic31 Treatment" fot both products were originally assigned based on the 
"Pe:oxy Compounds" RED, and simil~ ''Me Too" registered productS. 

SIGNAL W9RD CBAN~E APPR()V~ BASIS-· . 

--·._ 

·.1.. 

- Em. Form 1320-1A (1190) · OFFICIAl,.. FILE COPY 



UNITED STATES ENVIROHME~TAL ~ROTf;CTION AGENCY · . 

LABEL CHANGES 
you must submit five copies of a revised final label which incorporates the following changes. 
Because the newly esiablis,hed acute toxicology categories above apply to both EPA Reg. No.'s 
69268:.1 and 69268-2, you should also submit an Amendment for EPA Reg. No. 69268-1 
requesting a change oftbe "Signal Word" and other label changes listed below. Please 
include a copy of this letter with your submission. 

Required LabelChanges . 
l. Based on the acute toxicology categories and. the EPA "Label Review Manual'~. you must 
chan,ge the. "Precautionary Statements" to·read exactly ~ follows. 

"Caution. Causes moqerate eye irritation .. Hannful if sw'allow~d, absorbed through the 
skin, or inhaled. Avoid contact with eyes, skin, or clothing. Wash thoroughly with soap 
and water after handling." . · · . 

2. Delete the sentence, "Product, after lfilution accordingto directions, is non-irritating." 

3. Based on the acute toxicology categories-and the EPA "Label Review Manual", you must 
change the "Statement of Practical treatment" to read in the following order, exactly as follows 
using boldface and caps. · · 

"IF. IN EYES: Hold eyeli~ open and flush with a steady, gentle stream of water for .15 
minutes. Get medical.attention.~' · 

.. 
"IF ON SKIN: Wash with plenty of soap and water. Get medical attention." 

.. 
"IF SWALLOWED: Call adoctorqr get mediCal attention. Do not induce vomiting or 
give anything by. mouth to an unconseious person. Drink promptly a large quantity of 
milk, eggwhites,.gelatin solution, ot if these are not available,. drink large quantities of 
water. A void alcohol." ' . . . . 

"IF.INHALED: Remove victim to fresh air. If not breathing, give .artificial respiration, 
preferably mouth-to-mouth. Get medical ~ttention." 

Note To Physician: Probabie mucosal damage may contraindicate the use of gastric 
lavage." 

. . 
4. Delete the sentence, "In case qf contact with product concentrate." 

-5. On page3 of the labej, the word "offi~ier" i~mispell~d .. 

COHCURR!!HC!S 

SYMBOL.:.~ -··.•··~~.··••••••A ...... ~ •••••••·- : •••••••••••••• ~.·- ••O.••••••••o.•'"•.•• •""-••••••••• ... • •••• .. ••.•v•:o••••• •••-•••••••••••- ••••• ~ ......... . 
SURNAME • _ . . . · . · - . . 

.•. . . 
. . • ········••:6••••••4 ··~*··············· .... .............. ................... . . . OATE . ' . . . -· . •• ••.-•••••••••••••• ·--•••••.·.-~··•• ........... ••••!•••- ••••••••••••••••• 

. . . 

EPA Fonn 1~1A (1190) OFFICIAL. Fll.E COPY 

I. 

:. 
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UNITED STATES ENVIR()NM~NTAL.PROTECTION AGENCY 

If you have any questions about the comments in this letter, please feel free to contact Tony Kish 
at 703-308-9443, or myselfat.701-308-6341. · · 

·~-. 

·Sincerely, 

··»14~/4 
Marshall Swindell, 
Produc(Manager Team 33J 
·Regulatory Management Branch I 
. Antimicrobials Division (7 51 OC) 

. . CONetiRRI!NO!S · 

.• 

.- .. , .. 

SYMBOL. ~ . · . . ' · - .. :· .. 

. r ....• _ .... ::.·········· ·······-······ ............ ~ ....... ~ •. ~. • ............ ,.~·· · .. ~ ......... .-...... ···~-·~·._ .......... ~--~·····~·····..:. ................ . 
SURHAMEit. .. . . 

. .·., ••• -; •••• : •• ~···••4 .• ,................. ................... ··~··············· •• , •••••••••••••• ···-.:-····-·.·~,.···· ··-4·-·•••t•··- ············•··•· 
OA~E . . . . . . 

. EPA Form 1320-1A ( 1190) OFFICIAI,..Fll.E COPY . 
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FRONT PANEL- ALPHEN 117 MASTER LABEL 04-30-99 

(logo) 

H20RANGE2 CONCENTRATE 117 
OXIDIZING MUL Tl PURPOSE 1-STEP CLEANER, DEGREASER & SANITIZER (NON­

FOOD CONTACT SURFACES), VIRUCIDE & DEODORIZER FOR HARD, NON-
. POROUS SURFACES 

ACTIVE INGREDIENT 
Hydrogen peroxide 

OTHER INGREDIENTS 

3.95% 

96.05% 

TOTAL 100.00% ACCEPTED 
with COMMENTS 

in EPA Letter Dated: KEEP OUT OF REACH OF CHILDREN 

CAUTION 

PRECAUTIONARY STATEMENTS 

JAN 3 1 7000 

Under the Federallnsacticide, 
FUngicide, and Roden:icide Act as 
amended, foi the pesticide, · 
registered under EPA Reg. No. 

'-9,2'8'-~ 
SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS 

EPA Reg. No. 069268-2 
EPA Est. No. 069268-IL-001 

NET CONTENTS: 1 gallon 

ALPHEN, INC. 
MAPLE GROVE ROAD 

GEORGETOWN, IL 61846 

•••••• • • • • • 

•••• • • •••• 
•• • • • • •• • 

• 
This product is not to be used as a terminal sterilanVdisinfectant on any surface or instrUment that (1) is intrC14,Cfg pi,ecUy into the human 
body, either into or in contact with the bloodstream or normally sterile areas of the body, or (2) contacts intacl .nuceus membranes, but 
which does not ordinarily penetrate the blood barrier or otherwise enter normally sterile areas of the body. This ~rtxluct m~"·~·Si!d to 
predean or decontaminate critical or semi-critical medical devices prior to sterilization or high level disinM:;M • • • • 

•• • •• • 
• •• • • • •••• 
• •• • • • •••• 



• 
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LEFT PANEL- ALPHEN 112 MASTER LABEL 

PRECAUTIONARY STATEMENTS 

04-30-99 
Alphen 800-281-9604 

HAZARDS TO HUMAN AND DOMESTIC ANIMALS 

Caution.-I:JAEfiltJted-pFOO.uctc.oace~~auses moderate eye damage. Avoid contact with eyes, on skin or 
clothing. Avoid contamination of food. Wash thoroughly with soap and water after handling .. 

Product, after dilution according to directions, is non-Irritating. 

STATEMENT OF PRACTICAL TREATMENT 

In case of CONTACT with product concentrate 
If in eyes: Flush immediately with plenty of cold water. Remove contact lenses. Get medical attention if 
irritation persists . 
If on skin: Immediately wash with plenty of soap and water. Get medical attention if irritation occurs and 
persists. 
If swallowed: Promptly drink large quantity of water. Avoid alcohol. Do not induce vomiting. Never give 
anything by mouth to an unconsious person. 

STORAGE AND DISPOSAL 

IN CASE OF SPILL: Clean up immediately. Place leaking container in well ventilated area. To clean up spill, 
flush area with large quantity of water. Avoid run-off into storm sewers and ditches leading to natural 
waterways. 

STORAGE: Do not contaminate water, food, and or feed by storage. Avoid freezing conditions. Avoid high 
temperatures. Do not exceed storage temperatures of 95°F. Best storage temperatures are between 35°F 
and 85°F. Overheating in storage may result in increased degradation of product, which will decrease product 
effectiveness. Keep concentrate away from incompatible materials. 

PESTICIDE DISPOSAL: Do not contaminate water, food or feed by disposal. Wastes resulting from the use 
of this product may be disposed of on site or at an approved waste disposal facility. 

CONTAINER DISPOSAL: Completely empty container. Do not reuse empty containers. Leave empty plastic 
bag in original box and discard in trash, sanitary landfill or by incineration, or if allowed by State and Local 
Authorities, by burning. If burned stay out of smoke. 

ACCEPTED 
with COMMENTS 

in EPA Letter DatGt!: 

JAN 3 1 1fJ1J1j 

Under the Federal Insecticide, 
Fungicide, and Rodenticide Act as 
amended, ior lhe pesticide, 
registered ~mder EPJI. Reg. No. 

~ <f .;Z' f!- rZ; 

• ••• • • •••• 
•• • • • • •• • 

•••••• • • • • • • 
•••••• • • •• 
••••• • • ••••• 

• ••• • • • •• • 
• 

• •• • • • •••• 
• •• • • • •••• 

..... ------------------------------------------------------------
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BACK PANEL- ALPHEN 117 MASTER LABEL 04-30-99 

DIRECTIONS FOR USE 
It is violation of Federal law to use this product in a manner inconsistent with its labeling. 

Alphen 117, when used as directed as a sanitizer, kills 99.99% or more of the following: Staphylococcus 
aureus, Salmonella choleraesuis, Klebsiella pneumoniae, Pseudomonas aeruinosa, Streptococcus faecalis, 
and Escherichia coli. When used as directed as a virucide, Alphen 117 kills the following viruses in 5 minutes 
or less at room temperature (20+/-1°C): Herpes simplex virus Type 2, Influenza A/Japan, and HIV-1 (Human 
Immunodeficiency Virus). To insure that all bacterial and viral agents are killed as stated, use 10 oz. of 
product concentrate per gallon of water. 

1-Step Cleaning and Sanitizing: Using the appropriate cleaning solution for the type of surface to be treated, 
thorouhly clean the surtace, allow to air dry. If needed use additional solution. Replace solution daily. 

To use as a sanitizer and virucide in bathrooms: Add 10 oz. of product concentrate per gallon of water 
for smks, faucets, counters, unnals, toilets and all hand contact surfaces as well as walls, stalls and floors 
where urine and soils build up. Replace solution daily. 

To use as a sanitizer and virucide on inanimate, hard, non-porous surfaces: Add 10 ounces of product 
concentrate per gallon or water. Apply solution liberally to pre-cleaned hard surtaces, with a spray bottle, pump 
up pressure sprayer, cloth, sponge or mop. Allow surface to remain wet for 5 minutes, then, either allow to 
air dry or wipe dry to remove excess liquid. Heavily soiled surfaces should be pre-cleaned with the same 
solution. Replace solution daily. 

HIV: To kill HIV in 5 minutes at room temperature (20-25° C) on precleaned environmental surfaces/objects 
previously soiled with blood/body fluids at a concentration of 1 oz I gallon (1 part of Alphen 117 to 127 parts 
of water). For use in health care settings or other settings in which there is an expected likelihood of soiling 
of inanimate surface/objects with blood or body fluids, and in which the surfaces/objects likely to be soiled with 
blood or body fluids can be associated with the potential for transmission of human immunodeficiency virus 
Type I (HIV-1 Associated with AIDS). 

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HIV-1 (HUMAN 
IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES/OBJECTS SOILED WITH BLOOD/BODY 
FLUIDS: 
Personal Protection: Wear appropriate barrier protection such as latex gloves, gowns, masks or eye cover­
ings. Cleaning Procedure: Blood and other body fluids must be thoroughly cleaned form surfaces and objects 
before application of diluted product using the Heavy or Super Duty Cleaning Solution. 
Contact time: While the HIV-1 virus is inactivated in 5 minutes, at use concentration of 1 oz I gallon, with both 
organic load and when diluted in hard water (up to 400 ppm hardness), use the recommended contact time 
for sanitization and virucidal activity as given on this label. 
Infectious Materials Disposal: Cleaning materials that may contain blood and other body fluids should be 
disposed of by autoclaving or as directed by the facility safety officier. 

Deodorizing • • • • •. 
For general deodorizing, use 2 part Alphen 117 to 126 parts water (2 oz I gallon}. Apply to hard, noi'\.!J;1c1rous 
surfaces to eliminate generally offensive odors. For effective, high level, deodorizing, use 10 pa~ N~ben 
117 to 118 (1 0 oz I gallon) parts water. Apply to hard, non -porous surface thoroughly to eliminate oaors due 
to spillage from post-colostomy, post-ileostomy dressing and bag changes, and other:Sp,as ~uch as urine or 
fecal matter; smoke or soot deposits, industrial plant processes, mildew and mold, and surfaces in musty 
closets. • •: • •: 

ACCEPTED 
with COMME~"TS 

in EPA Letter D<::ted: 

JAN 3 1 2000 
Under the Federal Insecticide 
FUngicide, and Roden:icidc A~t as 
amended, ior the pesticide, 
registered under EPA Reg. No. 

t, tj r:l- 6 ~ - .2--

•• 
••••• • • ••••• 

•••• • • • •• • 
• 

• •• • • • •••• 
• •• • • • •••• 

/OD 
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RIGHT PANEL - ALPHEN 117 MASTER LABEL 

CLEANING SOLUTION DILUTIONS & APPLICATIONS 
{Dilute with Alphen's Dispensing System Only) 

LIGHT DUTY (1 Oz I gai)GREEN (bottle or label) 

Streak free w1ndow, mirror and stainless steel cleaning 
General floor cleaner for mopping & auto scrubbers 
Bonnet cleaning solution for carpets 
Light wipe down cleaner 

GENERAL PURPOSE (2 Oz I gal) BLUE (bottle or label) 
General w1pe down cleaner 
Mopping solution for Bathroom and Kitchen floors 
General carpet spot remover 

ACCEP'I"ED 
With COMMENTS 

. in EPA Letter Dated: 

04-30-99 

HEAVY DUTY (10 Oz I gal) RED (bottle or label) 
Bathroom, shower room, tile & grout cleaner 
Urine and garbage odor eliminator 
Pre-spray for carpet extraction 
General degreaser 
Heavy soil wipe down cleaner 
Heavy carpet spot remover 
Cleans Mold & mildew 

SUPER DUlY (24-48 Oz I gal) PURPLE (botUe or label) 

Renovauon of tile & grout surfaces 
Difficult urine & garbage odor destruction 
Scuff marks and stubborn stains 
Cleans heavy mold & mildew 

• ••• • • •••• 
• • • • • • •• • 

•••••• • • • • • • 
•••••• • • •• • ••• • • • ••••• •• • 

JAN 3 1 7fJnn 
Under the Federal Insecticide, 
fungicide, and Rodenticide Act as 
amended, for the pesticide, 
registered. under EPA Reg. No. 

• ..... . 
• •• • • • •••• 
• •• • • •••• 

" <rcZ ~ 8'--~ /o! 
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U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

ALPHEN, INC. 
P.O. BOX 19 
GEORGETOWN, IL 61846 

,. 
' 

Report of Analysis for Compli?nce with PR Notice 86-5 

Thank you for your transmittal of 08/06/99. our staff 

JlJJG I 7 1999 

has completed a preliminary analysis of the material. The results are 
provided as follows: 

Your submittal was found to be in full compliance with 
the standards for submission of data contained in PR 
Notice 86-5. A copy of your bibliography is enclosed, 
annotated with Master Record !D's (MRIDs) assigned to 
each document submitted. Please use these numbers in 
all future references to these documents. Thank you for 
your cooperation. If you have any questions concerning 
this data submission, please raise them with the 
cognizant Product Manager, to whom the data have been 
released. 

·~ 

· .. 
(6Z 

;. 



SHALDRA, INC. 
4327 REELS MILL RD - FREDERICK, MD 21704-7759 

Marshall Swindell 
Product Manager PM33 

(301} 695-1.200 FAX: {301) 695-1409 

Antimicrobial Program Division (7510W) 
US Environmental Protection Agency 
Crystal Mall 2, Room 266A . 
1921 Jefferson Davis Hwy 
Arlington, VA 22202 

448926-00 

Re: Resubmission and Submission Toxicology results with 
label change for product H20range2 Concentrate 117 
EPA Reg. No. 69268-2 
OPP ID# 233358 
08-03-1999 

Dear Mr. Swindell: 

- Enclosed please find the following: 

1. Transmittal letter. 
2. Applicatiofl for Pesticide.NotificatiQn- OPP ID # 233358. 
3. Certification with Respect to Citation of Data. 
3. Formulator's Exemption Form. 
4. Copy of the matrix for this product. .· · 
5. Three copies each of the following volumes: . 44892601 

Volume 1: Acute Eye Irritation in Rabbits (resubmission) 44892602 . . 
Volume II: Acute Dermal Irritation in Rabbits (resubmission) 44892603 · , 
Volume Ill: Acute Oral Ti\oxicity/LD50 jn Rats (new) 
Volume IV: Acute Dermal Toxicity in Rabbits/LD 50 in rabbits. (new) 44892604 

6. Five (5) copies of amended label. 

Volumes I and II were originally submitted on 04-30-1999, but are apparently missing as they did not reach 
your section. Volumes Ill and IV are copies of studies currently under review in California as part of Alphen's 
submission to that.state. As recommended by Mr. Kish, we are submitting all four studies at this time. 

The results of the eye irritation studies (Volume I) clearly permit the modification of the label Signal Word to 
CAUTION as the product falls in Category Ill. The sponsor wishes to amend the label for this product as given 
in the attached five label copies .. The dermal irritation study using the more concentrated product, H20range 
2 Super Concentrate 112, showed the product was not a dermal irritant. Therefore, this product would fall into 
Catagory IV for Dermal Irritation, but the sponsor proposes to maintain the Catagory Ill wording. 

We would appreciate your prompt review of these studies. The sponsor will have to print new labels for this 
·product and would like to use the new wording for the precautionary statements and Signal word at that time. 

If you have questions regarding this submission, please contact Kyle H. Sibinovic, Ph.D. at the above 
telephone number. Thank you for.your attention to this submission. 

Sincerely yours, 

l?~~(ft:b: 
Kyle H. Sibinovic, Ph.D. 
Agent for Alphen, LLC 

;o; 
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Re: Submission Toxico1og}• results·\·<itl)-request for labe: 
cl1ar)ge Jor product H20range2 C0ncentrate ·,-; 7 
EPA.Reg. No. 69268-2 
OPP:ID# 233355 
04-30.-1999 

Dear Mr. Swindell: 

Enclosed please find the following: 

1. Tra.~smittalletter. . 
2·. Aj)plication (or .Pesticide Notification - OPP ID # -233355. 
3. C~J:tification will") Respect to Citation of Data. ·· 
3. Formulator's ~xemption Form: 
4. · Copy of tl:le ll}atrix for this product. 
5.- .:rhre_e copies each of the following volumes:. 

V5)1i.Jme 1: Acute Eye Irritation in Rabbits. 
· Voh:irne II: Acute Dermal Irritation in Rabbits 

6. Five (5) copies of amended label. 

The results of tl)e eye irritation s\udies (Volume I) clearly permit the modification of the label ~ignal Word to 
CA~TIQN a!{the.produc,t falls in Category !II. The sponsor wishes to ar'n~nd ttie label for this product as given 
in·the-a1ta.CI:led five label·capies. The ·dermal irritation itudy using the._mor~-coilcen(i:ated:proouct, HZ Orange 
2 Super ·qonc~ritrate .l12, showed the product was not a· dermal irrilqni .. Therefore, t!=lfs J')roduct would fall into 
C~tagory.NJo~ Qerl_!iallrritation, but the sponsor propos~s to ~aihtain-the Ca_t~~-'ory !II wording. 
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il;~,licia~nfi;JRI~i!:tr'ail'lt'& Name,_ Address, and Telephone ~umber 
-- · . ·--. p.o: -Boxl9~Maple Grove ·Rd:.-

EP.A _Registration ·Num!>eriFile Syr:nboi 
69268-:L . . 

-=: 

Date OY_: ~0--9 q 

P.rOduct Name . . 
HzQrang~z Conc~nt~ate 117 ... ·-:..- -· 

r ·:""""'--· -- . 
If your prod_u~ is a 100% rep_ackaging of an_ other purchaseg·Et:A"r~!s!e_r~d produ~ labele_g·for all the same uses on .your _label, you do n_pt nee-d:.tO.:. _ 

- YC?u ~~st submit the Foil:nulatot's.Exemption_S!atement._(!:PA.FoiTn 8570:27). . . . - · - _ ::- '-= - .. 

-
0
. ··. · 1 C!fTl}e~~ng _to-a ~~ta-C~II~In Notice, and have included with .hi~ form·a tis! of compa~~S'~ent offers of compensation (the Data M~trix form should~ 

be used for lhls purjJose). · . · . 

SECTION 1: METHOD OF DATA SUPPORT (Check one method only) 

I am using the cite-aU method of support, and have inc:l~ded with this form 
a fiSt of companies sent offers of compensation (the Data Matrilcform- . 
should-be used for this purpose). . · .: 

D 
I am using the selective method of support (o~ cite-all option­
under the &elective method), and have included with thiS form-a 
completed list of data requirements (the Data Matrix form niust be 
used). - · 

SECTIQN li:_GENERAl QFFER TO PAY 

_(Required if using the cite-all method or when using the ci:e-all option l!nder the Selective method to satisfy of'!e or more date requirements) - . ·:· . 

~ I hereby offer and_ agree to pay compensation, to other perso11s. with regard to the approval of this application, to the extent required by FIFRA. 

. I certirY thal.th!s. application for registration. this form for-reregistration, -~r this oata-Cal~~ response !s supported by an data &ubmitted or cited-~ the .. 
application for reglstration;the fcirm for reregistration, or the Data~al~ln resP.onse. In addition, if li]_e cit~all option or cite-all option under the selective method is 
Indicated In Section I, this application ls supported by aU data In the Agency's- files that (1) concern the properties or effects of this product or an -icfenticar of ·: 
substantially similar prodUct. or one or more of the ingredients in this prodUct< and (2) is a type of data!hal would be required to be submitted under the data 
req~~ts In e1'fect on· the d~ of approval of this appUcatlon if th!' a.PJ?Iica~on ~~~~ht _the lnitiil registration or a product or idanti~l or slmPar ~-mpo~iti~~: and _ 

__ - ~~~~-~;~for -e~-~~e ~-stucty·cite~ In suppo~ ~f ~~;~~i~n -o~:::~~~. ~a; I a~ the.origil}al.data submitter-or that l hav;~~ 
the written permiulon cfOie origlna~data·submit!er to cite that study. - · · · ·· . - ~ _-

~ . I cer1ify_~~;;;;·~~--s~~-dted ~ s~pport of !his registration.oi- ~reSi~tratio~ thafis n~t ~~~;~~~~e ~~e ~tudy.-~r: (a) I am the ~riginat ~~;Ia ~ -_._ -
submitter: (b) I have oblained the permission of the original data submitter to use the study in support of this application: (c) all periods of e~fl~it.' for . . 

· have expired for the stlJ:dY; (d) the study is In the _public literati.n:e~ oi (e) 1 llave notified in writing the eomriany that submi!ted~¥-\1~)' an<Jl:i·a.ve - ·· 
offered (I) to pay compensatfon to the extent required by sections 3(c)(1 )(F) and/or 3(c)(2)(8) ofFIFRA: and (ii~ to Commence negotiations ~ \1et~miine the 
~m~ and terms or~pe~ion, If any, to be paid for the use of the·study. - ·- · · • •. •. • 

I certify that In all instances whe~ an offer or compensation is required, copies of aU offers to pay compensation W ;e114enoe at thel1 delivery In 
accordance with sections 3(c}(1)(F} and/or 3(c)(2)(8) of FIFRA are available and wHI be submitted to tlie Agency upon reqllest. Sftould I fall to produce such 
eVidence to the Agency upon request. I understand that the Agency may initiate action to deny, cancel or suspend the regi~f my product in conformity with 
FIFRA •• • •• • -. • • • ••••• •• • 

I certify that the statements I have made on this form and all attachments to It are true, accurate, and"'~~~- I acknowJedge that any 
knowingly false or misleading statement may be punishable by fine or Imprisonment or bot!\ under applicable taw. 

Date 

o'{:--l,o -~ 
SiQn~_re __ Typed or Printed Name and Tl1~ • • • • _ 

Kyle H. Sibinovi·c, Pho,·M~nt _. 
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As ~n· ~-ut~orized~epresent~tive of t~e applicant for ~e~istratlon bf t~e 'pr~uct ·identi.fi.ed abo~e. I her~ ce~i-fy ~h~i: . : . . . :- .. 

(1) This product contains the following active ingredient(s): 

. ..:~.-

--· e21 -.ot-_t~~-~e::e~a-ch ac.ti~e- ingredient listed in paragraph (4) is.pre_~e~~-=s~I~Jv-~s Jh·~ -result of the use of that.active 
ing~edient in7 

i_he manufacturing, fo~mulation or repackaging of ·another .product which contains that active 
ingredie-nt, which.is registered under FIFRA Section 3, is purchased by us t.rom another prod.ucer, and is labeled 

for at least each use for which my product is proposed to be labeled. 

(3) Indicate by checking (A) or (B) below which paragraph applies: . D (A) An .~ccurate Co~fider:Jtial Statement of Formul~ ~EPA form 85_704) forth~ above identified product is . 
attached· to-this statement. That formula statement indicate, by ·company name, registration number, -and 
product name, the s_ource of the activ~ ingredient(s) listed in· paragr~ph (1 ). . . 

OR · 
0~8) The-Confidential Statement of Formula (CSFJ (EPA Form 85704) .referenced above and on file with the EPA 

IS COrJ]PletE!,_. current, and accurat~ and COntans the information _reQUi!~Q on the current csr 
-:-

(4) The toriO:..:..ing active ingred.ients in this product quality for the ·formuiator's exemption. 

·~&~~ .. ~-~ .. --~--~--------~~~---~----~------­
-. ·· Sourcs 

 -

Nama and Title .,/) 1 -~ 
k'yle.H .J,...b IVlCD~IL ;, .... ~ 

~--\- .... . 
EPA Form 8s7o-2_"Z.-1Rev. J-911. 

· .. · .·.. . 
White- Ef'!',.~py· ·. ~ . 

Re istratiorf Number 

.~ ':' . -- -

Date 

•••• • • •••• 
•• • • • • •• • 

•••••• • 0 •• 
0 0 

o••••• 
• 0 

00 

••••• • • 
••• :. • /;·1/1 
•• o fU() 

0 '-/ - ~ CZ> .!.9o t!f • • ••• 
• •• Yellow - Applica.,t eop)O . .... 

*Product ingredient source information may be entitled to confidential treatment*
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

01/21/00 

MEMORANDUM 

Subject: 

From: 

Thru: 

To: 

D258938 
H20range2 Concentrate 117 
EPA Registration No. 69268-2 

Wallace Powell, Biologist ~~~ 
Product Science Branch Ol J;; :;}a 
Antimicrobials Division (751 OC) 

Karen P. Hicks, Team Leader 
Chemistry/Toxicology T earn 
Product Science Branch 
Antimicrobials Division (751 OC) 

Michele E. Wingfield, Chief 
Product Science Branch 
Antimicrobials Division (751 OC) 

Marshall Swindell, Product Manager, Team 33 
Tony Kish, Team Reviewer, Team 33 
Regulatory Management Branch 
Antimicrobials Division (751 OC) 

BACKGROUND 

OFFICE OF 
PREVENTION. PESTICIDES 
AND TOXIC SUBSTANCES 

The registrant, Alphen, Inc. (as represented by an agent), has submitted studies for 
primary eye irritation, primary dermal irritation, acute oral toxicity, and acute dermal 
toxicity - MRID No5

• 448926-01 through 448926-04, respectively. The studies 
were submitted in support of a registration amendment for H20range2 Concentrate 
117, EPA Registration No. 69268-2, a hard-surface treatment product containit:~g 
hydrogen peroxide as the active ingredient at 3.95% of the formulation by weight. 
The registrant wishes to revise the human-hazard and practical-treatment 
statements on the product label and to change the Signal Word from DANGER to 
CAUTION. The submitted studies were initially reviewed for Product Science · 
Branch (PSB) by Oak Ridge National Laboratory. The reviews are attached to this 
memorandum. 

Ill 
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RECOMMENDATION 

69268-2. page 2 of 3 

The submitted studies are acceptable. PSB concurs with the acute Toxicity 
Categories listed below which were determined in the attached study reviews. 

Acute effect Category 
Acute oral toxicity Ill - LD50 > 2000 mg/kg; this indicates Category Ill or IV. 

Category Ill is assigned for regulatory purposes. 
Acute dermal tax. Ill - This limit test indicates Category Ill or IV. Category 

Primary eye irritation · Ill 
Primary dermal irrit. IV 

Ill is assigned for regulatory purposes. 

The registrant selected H20range2 Super Concentrate 112 {EPA Registration No. 
69268-1) as the test material for the dermal irritation, acute oral, and acute dermal 
toxicity studies. This is acceptable, since that product is more concentrated but 
otherwise similar to the subject product, and tested out to be non-irritating 
{Category IV) to the skin and only moderately acutely toxic {Category Ill) orally and 
dermally. 

The above list of acute Toxicity Categories for the product is incomplete, lacking 
any reference to acute inhalation or dermal sensitization data or waivers. However, 
neither the EPA-accepted product label nor the new proposed label nor .the 
registrant's 08/03/99 correspondence makes any reference to inhalation or 
sensitization. Therefore, the submitted studies are not being reviewed here as a 
proposed complete data set, but only as support for the label revisions. 

PRODUCT LABELING 

The following comments apply, in regard to the proposed label of EPA Received 
date 08/06/99: 

1. In the human hazards section, the registrant should delete the statement, 
"Product, after dilution according to directions, is non-irritating." The phrase 
"Undiluted product concentrate" should also be deleted from the statement, · 
"Undiluted product concentrate causes moderate eye damage," because the 
phrase can be taken to imply that the use-dilution is harmless. 

Even though the use-dilution proposed for sanitization is 1 :32 by volume, the 
above text cannot be accepted in the absence of an eye irritation study on the 
dilution. The results of the submitted eye study on the concentrate are cause 
for concern. The reason that an eye irritation hazard level as mifd as Category Ill 
can be assigned to the study is that the observed problems at Day 3 {72 hours) 
cleared before the Day 7 observation. The problems, however, were significant 

I r-z_ 
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69268-2, page 3 of 3 

and might have persisted at comparable levels for a considerable time after Day 
3 (in the absence of further observations recorded before Day 7). 

2. In the Practical Treatment section, the registrant should delete the phrase "with 
product concentrate" from the heading, "In case of CONTACT with product 
concentrate." No data were submitted or cited to support the concept that the 
use~dilutions need no practical-treatment statements. Category IV's would have 
to be assigned across-the-board in order for the full heading to be acceptable. 

3. The statements required in the Agency's Label Review Manual for the human­
hazards section are as follows: 

Causes moderate eye irritation. Harmful if swallowed or absorbed through 
skin. Avoid contact with skin, eyes or clothing. Wash thoroughly with 
soap and water after handling. 

Therefore, the following revision (at a minimum) is necessary: 

Add the statement, "Harmful if swallowed or absorbed through skin." 

4. The proposed "If swallowed" statements for practical treatment are not the 
statements indicated by the Agency's Label Review Manual for the proposed 
product. However, ingestion practical-treatment is a controversial topic, and the 
registrant's proposed statements can be accepted if the registrant considers 
them to be medically appropriate, and if the registrant adds to them an 
instruction to "call a physician or poison control center," or to "get medical 
attention." 

/13 
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Primary Reviewer: 
Susan Chang, M.S. 

DATA EVALUATION REPORT 

HYDROGEN PEROXIDE 
(ALPHEN H2 ORANGE 2 SUPER CONCENTRATE 112) 

STUDY TYPE: ACUTE ORAL TOXICITY- RAT (81-1) 
MRID 44892603; .DP BARCODE: 258938 

Prepared for 

Antimicrobials Division 
Office of Pesticide Programs 

U.S. Environmental Protection Agency 
1921 Jefferson Davis Highway 

Arlington, VA 22202 

Prepared by 

Chemical Hazard Evaluation Group 
Toxicology and Risk Analysis Section 

Life Sciences Division 
Oak Ridge National LJboratory 

I 

Oak Ridge, 1N 37831 
Action No. K116 

Signanue:~ ff; 2s 
Date: P · 99 

Secondary Reviewers: 

1r~ H. Tim Borges, M.T.CA.S.C.P.), Ph.D., D.A.B.T. Signature: 
Date: 

Robert H. Ross, M.S., Group Leader Signature: 
Date: 

Quality Assurance: 
Eric Lewis, M.S. Signature: .~s.·.Lew4 

Date: SEP 2 ·a-· 1999 

Disclaimer 

This review·may have been altered subsequent to the contractor's signatures above. 

Oak Ridge National Laboratory, managed by Lockheed Martin Energy Research Corp. for the U.S. Department of Energy under 
contract number DE-AC05-960R22464. 

- -· --------------------------------------------------------------



HYDROGEN PEROXIDE 

EPAReviewer: WallacePowell,¢ ~~ 
EPA Work Assignment Manager: Nader Elkassabany, Ph.6.f 

I DATA EVALUATION RECORD 

STUDY TYPE: Acute Oral Toxicity- Rat 
OPPTS 870.1100 [§81-1] 

Acute Oral Study (81-1) 

,Date __ _ 
,Date __ _ 

DP BARCODE: D258938 
P.C. CODE: 000595 

SUBMISSION CODE: S567180 
CASE NO.: 062401 

TEST MATERIAL: Alphen H2 Orange 2 Super Concentrate 112 (Hydrogen peroxide) 

SYNONYMS: not reported 

CITATION: Graver, K. (1999) Acute oral toxicity/LD50 in rats. MB Research Laboratories, 1765 
Wentz Road, P.O. Box 178, Spinnerstown, PA 18968. Research Project No. MB 99- · 
7513.01, June 25, 1999. MRID 44892603. Unpublished. 

SPONSOR: Alphen, LLC, P.O. Box 19, Maple Grove Road, Georgetown, IL 61846 

EXECUTIVE SUMMARY: In an acute oral toxicity study (MRJD 44892603) five male and five 
female fasted young adult Wistar rats per group were given a single oral 2000 mg/kg (Limit test) 
dose of Alphen H2 Orange 2 Super Con·centrate 112 (Hydrogen peroxide, Batch No. 97334) by 
gavage and observed for 14 days. 

No animals died during the study. Chromorrhinorhea, wet anogenital area, emaciation, few feces, 
nose/mouth area stained red, lethargy, flaccidity, ataxia, diarrhea, soiling of the anogenital area, 
and/or dyspnea were noted on some of the rats. All rats had normal body weight gains. Mottled 
kidneys were noted in two males and two females at necropsy. 

The oral LD50 for males, females, and combined was> 2000 mglkg (Limit test). 

Alphen H2 Orange 2 Super Concentrate 112 is in TOXICITY CATEGORY III based on the 

LDso· 

This acute oral study is classified as Acceptable/guideline and satisfies the Subdivision F guideline 
requirements for an acute oral study {81-1) in the rat. 

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality statements 
were provided. 

September 1999 1 

/I~ 



HYDROGEN PEROXIDE 

I. MATERIALS AND METHODS 

A. MATERIALS 

1. Test material: Alphen H2 Orange 2 Super Concentrate 112 

Description: clear light yellow liquid 
Lot/Batch #: 97334 
Specific gravity: 1.04 
Composition: not reported 

2. Vehicle and/or positive control 

None 

3. Test animals 

Species: rat 
Strain: Wistar 

Acute Oral Study (81-1) 

Age and/or weight at dosing: approximately 7-13 weeks; males: 210-235 g, females: 
212-233 g 

Source: Ace Animals, Boyertown, PA 
Acclimation period: at least five days 
Diet: fresh Purina Rat Chow No. 5012, ad libitum 
Water: ad libitum 
Housing: individually in suspended wire cages 
Environmental conditions: 

Temperature: not reported 
Humidity: not reported 
Air changes: not reported 
Photoperiod: 12 hour light/dark 

B. STUDY DESIGN AND METHODS 

1. In life dates 

Sta.rt: April23, 1999; end: May 7, 1999 

2. Animal assignment and treatment 

The study was conducted as a limit test. Following an overnight fast, five rats/sex were 
given a single 2000 mg/kg dose of the test material by gavage. The animals. were 
observed for clinical signs of toxicity at 1, 2, and 4 hours post dosing and at least once 
daily for 14 days. Mortality was checked twice daily. They were weighed on study days 
0, 7, and 14. All rats were sacrificed and necropsied. 
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HYDROGEN PEROXIDE Acute Oral Study (81-1) 

TABLE I. Doses, mortality/animals treated 

I Dose (mglkg) I Males I Females I Combined I 
I 2000 ·I 0/5 I 015 I 0/10 I 
Data taken from p. 7, MRID 44892603. 

3. Statistics 

Calculation of the oral LD50 was not required. 

II. RESULTS AND DISCUSSION 

A. MORTALITY 

No animals died during the study. 

The oral LD50 for males, females, and combined was> 2000 mg/k:g. This places Alphen H2 
Orange 2 Super Concentrate 112 in TOXICITY CATEGORY III. 

B. CLINICAL OBSERVATIONS 

Chromorrhinorhea was noted from three rats and wet anogenital areas were noted from 
four rats. Some of the rats had one or more of the following clinical signs: emaciation, 
few feces, nose/mouth area stained red, lethargy, flaccidity, ataxia, diarrhea, soiling of the 
anogenital area, and dyspnea. Two rats had no cl_inical s!gns during the study. 

C. BODY WEIGHT 

All rats had normal body weight gains. 

D. NECROPSY 

Mottled kidneys were noted in two males and two females. All other rats had normal 
necropsy. 

E. DEFICIENCIES 

The temperature, humidity, and air change frequency of the animal room were not 
reported. These would not affect the study results. · 
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., DATA EVALUATION REPORT 

HYDROGEN PEROXIDE 
(ALPHEN H2 ORANGE 2 SUPER CONCENTRATE 112) 

STUDY TYPE: ACUTE DERMAL TOXICITY- RABBIT (81-2) 
MRID 44892604; DP BARCODE: 258938 

Prepared for 

Antimicrobials Division 
Office of Pesticide Programs 

U.S. Environmental Protection Agency 
1921 Jefferson Davis Highw~y 

Arlington, VA 22202 

Prepared by 

Chemical Hazard Evaluation Group 
Toxicology and Risk Analysis Section 

Life Sciences Division 
Oak Ridge National Laboratory 

Oak Ridge, TN 37831 
Action No. Kll6 

Primary Reviewer: 
Susan Chang, M.S. 

~·a· ~!~~ture: SEP 2~ ...... ===.9-. c-~-
, J.·:r·~:· ·.··. ·.... , .. Secondary Reviewers: 

H. Tim Borges. M.T.CA.S.C.P.). Ph.D .. D.A.B.T. Signature: 
Date: SEP 2 8 1999 

. . . 

Robert H. Ross. M.S .. Group Leader Signature: 
Date: 

~ \;:\.. ~ 
. ~EP 2299 . 
-~~s.. 8W4 

Quality Assurance: 
Eric Lewis, M.S. Signature: 

Date: SEP 2 8"1999 

Disclaimer 

This review may have been altered subsequent to the contractor's signatures above. 

Oak Ridge National Laboratory, managed by Lockheed Martin Energy Research Corp. for the U.S. Department of Energy under 
contract number DE-AC05-960R22464. 



HYDROGEN PEROXIDE Acute Dermal Study (81-2) 

EPA Reviewer: Wallace Powell, PldS. ~A'I'-fil~=·/ -¥-~/ _____ ,Date __ _ 
EPA Work Assignment Manager: Nader Elkassabany, Ph~~ , Date __ _ 

I DATA EVALUATION RECORD 

STUDY TYPE: Acute Dermal Toxicity - Rabbit 
OPPTS 870.1200 [§81-2J 

DP BARCODE: D258938 
P.C. CODE: 000595 

SUBMISSION CODE: S567180 
CASE NO.: 062401 

TEST MATERIAL: Alphen H2 Orange 2 Super Concentrate 112 (Hydrogen peroxide) 

SYNONYMS: not reported 

CITATION: Cerven, D.R. (1999) Acute dermal toxicity in rabbits/LD 50 in rabbits. MB Research 
Laboratories, 1765 Wentz Road, P.O. Box 178, Spinnerstown, PA 18968. Research 
Project No. MB 99-7513.02, June 22, 1999. MRID 44892604. Unpublished. 

SPONSOR: Alphen, LLC, P.O. Box 19, Maple Grove Road, Georgetown, IL 61846 

EXECUTIVE SUMMARY: In an acute dermal toxicity study (MRID 44892604) approximately 
I 0% of the body surface area of five male and five female young adult New Zealand White rabbits 
was dermally exposed to 2000 mg/kg {Limit Test) Alphen H2 Orange 2 Super Concentrate 112 
(Batch No. 9.7334) for 24 hours. The animals were observed for 14 days. 

One male died within one hour of dosing. One female had few f~ces on day 6. No other clinical 
toxicity was noted during the study. Dermal irritation (erythema, edema, and/or flaking skin) was 
noted on all rabbits at 24 hours through day 14. Two surviving males failed to gain weight during 
the first week of the study. The body weight gains were normal for the other surviving rabbits. 
Gross necropsy revealed treated skin abnormalities on eight surviving rabbits. 

The dermal LD50 for males, females, and combined was> 2000 mg/kg (Limit Test). 

Alphen H2 Orange 2 Super Concentrate 112 is in TOXICITY CATEGORY III based on the 
LDso· 

This acute dermal study is classified as Acceptable/guideline and satisfies the Subdivision F 
guideline requirements for an acute dermal study (81-2)in the rabbit. 

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality statements 
were provided. · 
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HYDROGEN PEROXIDE 

I. MATERIALS AND METHODS 

A. MATERIALS 

1. Test material: Alphen H2 Orange 2 Super Concentrate 112 

Description: clear light yellow liquid 
Lot/Batch#: 97334 
Specific gravity: 1.04 
Composition: not reported 

2. Vehicle and/or positive control 

None 

3. Test animals 

Species: rabbit 
Strain: New Zealand White 

Acute Dermal Study (81-2) 

Age and/or weight at dosing: approximately 12-15 weeks; males: 2.3-2.8 kg, females: 
2.1-2.5 kg 

Source: Ace Animals, Boyertown, PA 
Acclimation period: at least five days 
Diet: fresh Purina Rabbit Chow No. 5321 
Water: ad libitum 
Housing: individually in suspended wire cages 
Environmental conditions: 

Temperature: not reported 
Humidity: not reported 
Air changes: not reported 
Photoperiod: 12 hour light/dark 

B. STUDY DESIGN AND METHODS 

1. In life dates 

Start: May 5, 1999; end: May 19, 1999 

2. Animal assignment and treatment 

The study was conducted as a limit test using five male and five female rabbits. Animals 
were given a single 2000 mg/kg dose of Alphen H2 Orange·2 Super Concentrate 112 
applied on top of a gauze patch (10xl5 em) to a clipped area (approximately 10% of the 
body surface) on the dorsal trunk. The trunk was wrapped with plastic which was 
secured with tape. The covering was removed 24 hours later and the site washed with 
distilled water. The test sites were scored for dermal irritation 24 hours after treatment 
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HYDROGEN PEROXIDE Acute Dermal Study (81-2) 

and on days 7 and 14. The animals were observed for clinical signs of toxicity 1, 2, and 
4 hours postdose and once daily thereafter for 14 days. Mortality was checked twice 
daily. The animal~ were weighed prior to test materiai application, and on study days 7 
and 14. All rabbits were sacrificed and necropsied. 

3. Statistics 

Calculation of the dermal LD50 was not required. 

II. RESULTS AND DISCUSSION 

A. MORTALITY 

One male died within one hour of dosing. 

The dermal LD50 for males, females, and combined was> 2000 mglkg. This places Alphen 
H2 Orange 2 Super Concentrate 112 in TOXICITY CATEGORY III. 

B. CLINICAL OBSERVATIONS 

One female had few feces on day 6. No other clinical toxicity was noted during the study. 
Very slight to moderate erythema was noted on all rabbits at 24 hours _and day 7. By day 14, 
very slight erythema and moderate erythema were noted on one female and one male, 
respectively. Slight to severe edema was noted on all rabbits at 24 hours. Very slight and 
slight edema were noted on seven and one rabbits, respectively, by day 7. Two males had 
very slight edema by day 14. Flaking skin was noted on most of the rabbits by day 7 through 
day 14. 

C. BODY WEIGHT 

Two surviving males failed to gain weight during the first week of the study. The body 
weight gains were normal for the other surviving rabbits. 

D. NECROPSY 

Gross necropsy revealed treated skin abno_t:malities on eight surviving rabbits. 

E. DEFICIENCIES 

The temperature, humidity, and air change frequency ofthe animal room were not reported. 
These would not affect the study results. 
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·"l·· DATA EVALUATION REPORT 

HYDROGEN PEROXIDE 
(ALPHEN H2 ORANGE 2 SUPER CONCENTRATE 117) 

STUDY TYPE: PRIMARY EYE IRRITATION- RABBIT (81-4) 
MRID 44892601; DP BARCODE: 258938 

Primary Reviewer: 
Susan Chang, M.S. 

Secondary Reviewers: 

Prepared for 

Antimicrobials Division 
Office of Pesticide Programs 

U.S. Environmental Protection Agency 
1921 Jefferson Davis Highway 

Arlington, VA 22202 

Prepared by 

Chemical Hazard Evaluation Group 
Toxicology and Risk Analysis Section 

Life Sciences Division 
Oak Ridge National Laboratory 

Oak Ridge, TN 37831 
Action No. K116 

Signature: 
Date: 

H. Tim Borges, M.T.(A.S.C.P.). Ph.D., D.A.B.T. Signature: 
Date: 

Robert H. Ross. M.S., Group Leader Signature: 
Date: 

Quality Assurance: 
Eric Lewis, M.A. Signature: 

Date: 

Disclaimer 

SEP 2 8 1999 . 

SEP~ 

SEP 2 8 1999 
..... 

. ': 

This review may have been altered subsequent to the contractor's signatures above. 

Oak Ridge National Laboratory, managed by Lockheed Martin Energy Research 
Corp. for the U.S. Department of Energy under contract number DE·AC05-960R22464. 



HYDROGEN PEROXIDE // Primary Eye Irritation Study (81-4) 

EPA Reviewer: Wallace Powell, P)rl). IJJ' U , Date __ _ 
EPA Work Assignment Manager: Nader Elkassabany, Ph~t.~ , Date __ _ 

I DATA EVALUATION RECORD 

STUDY TYPE: Primary Eye Irritation- Rabbit 
OPPTS 870.2400 [§81-4] 

DP BARCODE: D258938 
P.C. CODE: 000595 

SUBMISSION CODE: S567180 
CASE NO.: 062401 

TEST MATERIAL: Alphen H2 Orange 2 Super Concentrate 117 (Hydrogen peroxide) 

SYNONYMS: not reported 

CITA TJON: Cerven, D.R. (1999) Acute eye irritation in rabbits. MB Research Laboratories, 1765 
Wentz Road, P.O. Box 178, Spinnerstown, PA 18968. Research Project No. MB 98-
7280.04, February 22, 1999. MRID 44892601. Unpublished. 

SPONSOR: Alphen, LLC, P.O. Box 19, Maple Grove Road, Georgetown, IL 61846 

EXECUTIVE SUMMARY: In a primary eye irritation study (MRID 44892601) 0.1 mL of Alphen 
H2 Orange 2 Super Concentrate 117 (Batch No. 97297) was instilled into the conjunctival sac of 
three female New Zealand white rabbits. The contralateral eye ofthe rabbit served as control. The 
eyes were scored for ocular irritation according to the Draize method 1, 24, 48, and 72 hours after 
instillation and on day 7. 

Corneal opacity was noted on I /3 rabbits 24 hours after test material instillation and persisted 
through 72 hours before resolution by day 7. Iritis was noted on 3/3 rabbits one hour after test 
material instillation with resolution on one rabbit by 48 hours and on two r~bbits by day 7. The test 
material induced conjunctival redness and chemosis one hour through 72 hours after test material 
instillation with resolution by day 7. Conjunctival discharge was noted on all rabbits one hour after 
test material instillation with resolution by day 7. The highest total ocular irritation index was 21.67 
recorded 24 hours after test material instillation. 

In this study, Alphen H2 Orange 2 Super Concentrate 117 was mildly irritating and is in 
TOXICITY CATEGORY III for primary eye irritation. 

This study is classified as Acceptable/guideline and satisfies the Subdivision F guideline 
requirements for a primary eye irritation study (81-4) in the rabbit. 

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality statements 
were provided. 
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HYDROGEN PEROXIDE Primary Eye Irritation Study (81-4) 

I. MATERIALS AND METHODS 

A. MATERIALS 

1. Test material: Alphen H2 _0range-2 Super _Concentrate 117 

Description: clear colorless liquid 
Lot/Batch #: 97297 
Composition: not reported 

2. Vehicle 

None 

3. Test animals 

Species: rabbit 
Strain: New Zealand white 
Age and weight at dosing: approximately 13-15 weeks; females: 2.0-2.4 kg 
Source: Ace Animals, Boyertown, P A 
Acclimation period: at least five days. 
Diet: fresh Purina Rabbit Chow No. 5321 
Water: ad libitum 
Housing: individually in suspended cages 
Environmental conditions: 

Temperature: not reported 
Humidity: not reported 
Air changes: not reported 
Photoperiod: 12 hour light/dark 

B. STUDY DESIGN AND METHODS 

1. In life dates 

Start: December 7, 1998; end: December 14, 1998 

2. Animal assignment and treatment 

The test material (0.1 mL) was instilled into the conjunctival sac of three female rabbits 
and the eye lids held together briefl"y. The contralateral eye of each rabbit served as 
control. The treated eyes of the rabbits were examined with sodium fluorescein at 24, 
48, and 72 hours and on day 7. The animals were scored for ocular irritation 1, 24, 48, 
and 72 hours after instillation and on day 7 according to the Draize method. 
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I .. HYDROGEN PEROXIDE Primary Ey~ Irritation Study (81-4) 

II. RESULTS AND DISCUSSION 

A. Corneal opacity was noted on 1/3 rabbits 24 hours after test material instillation and 
persisted through 72 hours before resolution by day 7. Iritis was noted on 3/3 rabbits one 
hour after test material instillation with resolution on one rabbit by 48 hours and on two 
rabbits by-day 7. The test material induced conjunctival redness (grade l-3) and 
chemosis (grade l-4) one hour through 72 hours after test material instillation with 
resolution by day 7. Conjunctival discharge was noted on all rabbits one hour after test 
material instillation with resolution by day 7. The highest total ocular irritation index 
was 21.67 recorded 24 hours after test material instillation. 

This classifies the test material as mildly irritating. Alphen H2.0range 2 Super 
Concentrate 112 is in TOXICITY CATEGORY III. 

B. DEFICJENCIES 

The temperature, humidity, and air change frequency of the animal room were not 
reported. These would not affect the study results. 
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. j ... .. DATA EVALUATION REPORT 

HYDROGEN PEROXIDE 
(ALPHEN H2 ORANGE2 SUPER CONCENTRATE 112) 

STUDY TYPE: PRIMARY DERMAL IRRITATION- RABBIT (81-5) 

· MRID 44892602; DP BARCODE: 258938 

Prepared for 

Antimicrobials Division 
Office of Pesticide Programs 

U.S. Environmental Protection Agency 
1921 Jefferson Davis Highway 

Arlington, VA 22202 

Prepared by 

Chemical Hazard Evaluation Group 
Toxicology and Risk Analysis Section 

Life Sciences Division 
Oak Ridge National Laboratory 

Oak Ridge, 1N 37831 
Action No. K 116 

Primary Reviewer: 
Susan Chang, M.S. Signature: 

Date: 
Secondary Reviewers: 
H. Tim Borges. M.T.(A.S.C.P.). Ph.D .. O.A.B.T. Signature: 

~~··_,_ 
SEP2~ 
,tr. . 

Date: 

Robert H. Ross, M.S., Group Leader Signature: 
Date: 

···sEP 2 B 19~ 
~~----~- .. 

SEP 28 .. 1_9S9 
Quality Assurance: 
Eric Lewis. M.S. Signature: 

Date: 

Disclaimer 

This review may have been altered subsequent to the contractor's signatures above. 

Oak Ridge National Laboratory, managed by Lockheed Martin Energy Research Corp. for the U.S. Department of 
Ener_gy under contract number DE-AC05-960R22464. 
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IJ.YDROGEN PEROXIDE ry Dermal Irritation Study (81-5) 

EPA Reviewer: Wallace Powell,¢. · ~ JZ..--=--+-------• Date ___ _ 
EPA Work Assignment Manager: Nader Elkassabany, /t..l: ...rc. , Date ___ _ 

DATA EVALUATION RECORD 

STUDY TYPE: Primary Dermal Irritation - Rabbit 
OPPTS 870.2500 [§81-5] 

DP BARCODE: D258938 
P.C. CODE: 000595 

SUBMISSION CODE: S567180 
CASE NO.: 062401 

TEST MATERIAL: Alphen H2 Orange2 Super Concentrate 112 (Hydrogen peroxid~) 

SYNONYMS: not reported 

e CITATION: Cerven, D.R. (1999) Acute dermal irritation in rabbits. MB Research Laboratories, 1765 
Wentz Road, P.O. Box 178, Spinnerstown, PA 18968. Research Project No. MB 98-
7182.03, February 22, I999. MRID 44892602. Unpublished. 

SPONSOR: Alphen, LLC, P.O. Box I9, Maple Grove Road, Georgetown, IL 61846 

EXECUTIVE SUMMARY: In a primary dermal irritation study (MRID 44892602) six female adult New 
Zealand white rabbits were dermally exposed on the dorsal trunk to 0.5 mL Alphen H2 Orange2 Super 
Concentrate I I 2 (Batch No. 97293) for 4 hours. The animals were observed for 72 hours. Irritation was 
scored by the method of Draize. 

No irritation was noted on any rabbit during the study. 

In this study, Alphen H 2 Orange2 Super Concentrate 112 was not an irritant and is in TOXICITY 
CATEGORY IV for primary dermal irritation. 

This study is classified as Acceptable/guideline and satisfies the Subdivision F guideline requirements for 
a primary dermal irritation study (81-5) in the rabbit. 

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality statements were 
provided. 

I. MATERIALS AND METHODS 

A. MATERIALS 

J. Test material: Alphen H2 Orange2 Super Concentrate 112 

Description: clear light yellow liquid 
Lot/Batch #: 97293 
Composition: not reported 
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HYDROGEN PEROXIDE Primary Dermal Irritation Study (81-5) 

2. VehiCle 

None 

3. Test animals 

Species: rabbit 
Strain: New Zealand white 
Age and weight at dosing: approximately I2-I7 weeks; males: 2.6-2.9 kg, female: 2.8 kg 
Source: Ace Animals, Boyertown, PA 
Acclimation period: at least 5 days 
Diet: fresh Purina Rabbit Chow No. 5321 
Water: ad libitum 
Housing: individually in suspended wire cages 
Environmental conditions: 

Temperature: not reported 
Humidity: not reported 
Air changes: not reported 
Photoperiod: I 2 hour light/dark 

B. STUDY DESIGN AND METHODS 

I. In life dates 

Start: October 27, I998; end: November 6, I998 

2. Animal assignment and treatment 

One female and two male animals were given a single 0.5 mL dose of Alphen H2 Orange2 Super 
Concentrate I 12 applied under a 2.5x2.5 em gauze patch on the clipped dorsal trunk. The patch 
was secured with tape and the trunk was wrapped with plastic in a semi-occlusive manner. The 
dressings were left in place for 4 hours, after which they were removed and the application sites 
washed with distilled water. The site was scored for erythema and edema according to the 
Draize method 60 minutes, 24, 48, and 72 hours after patch removal. 

II. RESULTS AND DISCUSSION 

A. No irritation was noted on any rabbit during the study. 

Alphen H2 Orange2 Super Concentrate 112 was not an irritant and is in TOXICITY CATEGORY 
rv. ·. 

B. DEFICIENCIES 

The temperature, humidity, and air change frequency of the animal room were not reported. 
These would not affect the study results. 
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SUBMISSION BAR CODE #~b-=<.)97 REVIEWER ~~ 

. CODING FoBM.FOR APPLICATIONS FOR REGISTRATION/AMENDMENTS 
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-'•·' UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Alphen LLC 
P. 0. Box 19 
Maple Grove Road 
Georgetown, IL 61846 

Mailed To: Kyle Sibinovic, Agent For Alphen, Inc. 
Shaldra, Inc. 
4327 Reels MiU Road 
Frederick, MD 21704-7759· 

RE: EPA Reg. No. 69268-2 
H 20range 2 Concentrate 117 
Your Notification Dated 4/30/99 

MAY 2 7 1999 

The Notification referred to above, submitted in connection with registration under the Federal 
Insecticide, Fungicide, and Rodenticide ·Act (FIFRA), as amended, to. add a new supplier for the 
unregistered active ingredient, is unacceptable for the foilov,.'ing reasons. . 

A. You J!lUSt submit the request to add an additional tJ.Jtregister:~d source s>f active ingredient as a 
Amendment. As per .PR Notice 98:10, Section Ill, "A. registrant may NOT make the foiJowing 
active ingredient related changes. by Notification, but must submit an application fo·r 
Amendment: -A change to an unregistered source of an active ingredienf'. IncJude the 
foJiov,.ing in this Amendment~ · · 

1. All unregistered sources of active ingredients need a generic data matrix. Therefore, when 
you submit your Amendment, you must submit a generic data matrix (white and blacked-out / 
copy) for the additional source of hyqrogen perpx.ide. This generic data ~atrix was not submittea 
for the original registration, and this was an oversight 

The original formulators Exemption Statement (FES) dated 4/6/98 and the one dated 4/30/99 do 
not apply, because the FES can only be used with registered.sottrees of active ingredients. Item 
#2 on the FES clearly explains this restriction. · 

Even though the Peroxy RED waives all hydrogen peroxide generi_c data requirements, your 
matrix must list each guideline series :listed in the RED for product chemistry, acute/sub­
chronic/chronic toxicology, mutagenicity, e<;ological effects, fate, etc. You should insert the /7 O 
words "Waived in RED'' in the "Submitter" column for each waived study. :;; 

SYMSOL ...................................................... •• : ••• ~· .......... . •••••······:······ ......................................... -.......... . ~ I j t CONCURAET - I } t ~-············ ............... :········ -···· : ................ •·············· ........•... SURNAME • .................................. .. 

OATE 

. OFFICIAL FILE COPY EPA Form 1320-1A (1.190) Printed on Recycled Paper 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

0 2. To show that the he~ source of hydrogen:peroxide is ~qiliva!ent to the present source, you 
must submit or dte ( o_n the generic data matrix), the folJowing generic product chemistry stu9ies 
completed ori the additjonal sotirce: 61-2{D<?scription of Production Process), 61-3 (Discussion · 
oflmpurities), 62-1 Q>reliminary Ahalysis), and 62~2 (Certified Limits) . .For citations, you should 
include a copy of any original EPA review which found tJ.ie study acceptable. · 

3.You must submit a revised Confidential Statement ofFonnulalisting the name and address of 
the additional source of hydrogen peroxide. 

Jf you have any questions about the comments in this letter, please feel free to con_tact ·Tony Kish · 
at 703-308-9443. · · · · 0 

• 

.. 

SYMBOL ~ . I j . l CO~~~-~~-~~~~~~-o .. o•o .... ·ooo:ojo· ......... o .... ooj•oooO .... 0 
..... -... ~ ..... _ ........... . ·················. ·················· ·················· ..... . --

SURNAME 0 0 0 ••• 0 0 0 • OooO .... 0. 0 .. 0 0 0 ..... ,.o 0 .... 0 0 .. 0 0 ...... 0 0 o.'o; .. ·: ... 0 .. 0 0 ;0 ..... o .... •o.:o.,'O .. 0 0• .. 0 .. 0 • .. ,.o 0 ooooo ... 0 ... 0 0 .. o • 0 0 0~ 0 0 0 0 0 0 • ~0 .. 0 0 0 
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SHALDRA, INC. 
4327 REELS MILL RD • FREDERICK, MD 21704-7759 

Tony Kish 
Registration Specialist 

(301) 695-1200 FAX: (301) 695-1409 

Antimicrobial Program Division (7510W} 
US Environmental Protection Agency 
Crystal Mall 2, Room 266A 
1921 Jefferson Davis Hwy 
Arlington, VA 22202 

Re: Notification of additional supplier of active ingredient 
H20range2 ~oncentrate 117 
EPA Reg. No. 69268-2 
OPP ID# 233351 
04-30-1999 

Dear Mr. Kish: 

Enclosed please find the following: 

1. Transmittalletter. 
2. Application for Pesticide Notification - OPP ID # 233351. 
3. Certification with Respect to Citation of Data. 
3. Formulator's Exemption Form. 
4. Copy of the MSDS for the new source of the hydorgen peroxide. 

The active ingredient • hydrogen peroxide as supplied by the new source is in the same concentration as is 
the hydrogen peroxide source currently in use, and the additional source wili not result in any change to the 
formula as given in the Confidential Statement of Formula currently on file with the EPA as part of the 
registration package for this product. 

The sponsor believes that the addition of another source of hydr9gen peroxide, the active ingredient in this 
product is a Notification under II. B. 1. -

If you have questions regarding this submission, please contact Kyle H. Sibinovic, Ph.D. at the above 
telephone number. 

Thank you for your attention to this submission. 

Kyle H. Sibinovic, Ph.D. 
Agent for Alphen, LLC 
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SHALDRA, INC. 
4327 REELS MILL RD -FREDERICK, MD 21704-7759 

(301) 695-1200 
FAX: (301) 695-1409 

Re: H20range2 Concentrate 117 
EPA Reg. No. 69268-2 
Notification of added active ingredient source and altemate brand name 
OPP ID # 233351 - . 

This notification is consistent with the provisions of PR Notice 95-2 and EPA regulations at 40 CFR 152.46, 
and no other changes have been made to the labeling or the confidential statement of formula of this product. 
I understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false statement to EPA. I further 
understand that if this notification is not consistent with the terms of PR Notice 95-2 and 40 CFR 152.46, this 
product may be in ciolation of FIFRA and I may be subject to enforcement action and penalties under sections 
12 and 14 of FIFRA. 

Signed: ~f4f2 
Kyr:sibinOVic, Ph.D. 

Date: 04-30-1999 

Agent for Alphen. LLC 
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• .._' 11'1'\...n.. "'.U.a.<tV-'Oti'UV 

Grove Rd. 
EP~ ReglStraUon Number/Foe Symbol 
69268~ a, 

Date 
07-29-98 

Product Nan-.e 
H20r~n~e2 Concentrate 117 

I@ UOti 

It yolil' product js a .i00%_1!!f)ackaging of anof!ler purchased EPA-registefed produd labell\_d lor aJnhe same uses on your label, VO'J do not need to 
fo:m. Ygu ~.Y.sfsubmll the Foimulator's Exemjltion Siatement (EPA Form 857Q-27). - -· · . • •. 

0 i amrespo~ng _lo·a O~ia:.C~l;ln NoUce, and have included with this form a !is! of companles:se~t otters of compensation {the Otita Matrix brm should 
be used fer this purpoSe). 

SECTION 1: METHOD OF DATA SUPPORT (Che<:.k one methcd only} 

1 am using the cite-all method or suppM, and have included with this form 
a fisi of companies sent offers of compensation (the Data Matrix form 
should be used for this purpose). 

0 
I am using the selec:ive method of suppo.rt (or cite-an option 
under the selective method). and have included With this form a 
completed Hst c: data requirements (the Data Matrix form must be 
used). -

SECTION II: GENERAL OFFER TO PAY 

(Required if '-'Sing the cite--afl.method or wh~n usL'1Q the cl:e-aU option under the selective method to satisfy one or more date requirementsj 

GJ l hereby olfer and agree to pay compensation, to other persons, with regard to tlle approval of this application. to the extent reqcired b<; FIFRA 

SECTION Ill: CERTIFICATION. 

I certify thal.thl~ apj:)licatlon tor registra:ion, this form for reregistration. or this Data-Call-In response is supported by all data submiiled 01 cited in the 
application for registratlon,·the rcirm for reregistration, or the Data-Call-In response. In addition, if the cite-all opiion or cite-all option under the selective method is 
indicated In Section I, this application ls &upported by aU data In the Agency's files that (1) concern the properties or effects of this prodUd or an iaentical or 
substantiaDy similar product. Qr one oi more of the ingredients in this product; and (2) is a type of dati!ha! would be required to be submitted under the daia 
requirements in effect on" the da~ of apptOVBI of this appl!catlon if the application sougtll ihe Initial rtigisfration of e product of identical or similar compositiOT'I and 
uses. - ·. 

. · I certify ihalfu! ~exd~~f~. s~ ~ In support ~~this registration or reregistra;ion, ,~~ r~~ _the ~~~al data -submit'.er or l!lat I have obtained 
the written permission of the:ongltialc!ata submitter to cite that study: · · ·_---::.. ·:. : ·_ -. - • . 

. ··=--~ --~ ~ .~_ .- .... 
I certify_ that for eact~ study cited in support of this registration or reregistration that Is not an ·exc1usive use siudy, either: (a) I. am the original data 

submitter; (b) I have obtained ~permission of the original data submitter to use tile study in supP9rt of Utis applica:ion_: (c) all pe;iods of eligibirlty for 
compensation have expire.d.Jor _the _studY; (d) the study is In the public liierature; or (e) 1 have notified.'in Wri'.ing the COll".pany that submitL"<< the &Icc! )I and llave 
offered (I) to pay compensation to the extent required by sections 3(c){1 )(F} andfor 3(c){2)(8) or FIFRA: 1lnd (ii) to commence negotiatlons ~rmlne the 
amount and tarms of~pe(lsation, if any, to be paid fer the use of the study. - · · · 

I certify that in all instances wtle~ an offer at compensation is required. copies or an offers tc pay compensation and evidence of their deliver/In 
accordance 'r'llth sections 3(c)(1 )(F) and/or 3(c)(2){B) of FIFRA are available and waJ be submitted to the Agency upon request. Should I fuil to produce s~. •: • 
evidence to the Agency upon request, I understand thallhe Al}ency may initiate adion to deny, cancel or suspend the registration of my pr~.JC\,in ~onformity \'.lith 
FIFRA. • • • • •• • •• • •••• •• 

I certify that tho statements I have made on this form and all attachments· to It are true, accurate. and complete. 1 ack"~J~e that.~V •• 
knowingly false or misleading statement may be punishable by fino or Imprisonment or both under applicable law. • • •:. • 

Signature 

EPA Form 8570-34 

Dale 

07-29-98 

and Paper versions a·.rallable. Submit only Paper version. 

Typed or Printed Name and TrUe'" • • • 

_ ~yle •!· Sibinovic, Phi!, ;.~~~t 
•••• 



LrL"'··w .. , ···~ ·· 
1
' ···T·l'_l_:,--- .. ..!.._J.',..:-. ··-•· 

• I I ' 
'I I 'f J ' • . I I I 

•• , I ,. ·'I I 1•, 
·' . . '. ~. • . I . I I 

I •" I I . .. ,. 
~:.·. 

; . >:; . :::.:~: .. :: .. ~:·.:·:::))·',:,; !'·,:, :;'~,,..:..·· 

I• I 

•• • • • ' • I 

• • ••• 
I 'o 1·1. 

,I 

.I 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY.·, 
.(p"proW:Cl,bMB No. 2076-0060 

I I 

'I 
401 M street, S.W. ,.. , 

WASHINGTON, D.C. 20460 • • 
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DATA MATRIX 

' I 
EPA Reg No.IFile Symbol 268-~~ '. 

Product Hz Orange,? .·i:;?~centr.ate 11'7 
·,' .. •. 

,., •' . 
'&~dfi38S .. 
' g; ~: pf 'Oynadierri 

1 e. Gorove ·'Road, Georgeta·w~ •. 

Inc. 

Inc. 

Inc. 

'j.·.:--,1 

Kyle·~. Sibinovic, Ph.D., ~ge 

e .I 

own 

own 

Page 1 of ·1 
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69260-R 

69268-R 
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· ., . , _, ,_,; ...-!~:F~rm"f.Ppr~'!ed. OMB No. ~OJ0.006p. App~oval,~~·pires J.l-.~0·93 · • . 

--~----~----~--~--~~~--~~~~~~~~~~~~~ 
~-: Unitoa Staies'Environmentai.Prot~ction·'-~goncy._ ·. :~ · ·. ·\. · · 

Applicant's Name and Address 

AL~,Ll.~ _ 
Q 0 e:,e>~ \ ~ 

.. ! 

., '· Washingtoil, oc''20460 , . :·,·: · .. 
,. ....... Jf\.~ .. -,. .J_,~~.:.· ;~)1.':.~ ..... ! • 

Fotrgu(~_lor~s -~.~~.r:nption Stat~riu~·rjt. ... _, : ·: _ .:.: ·'·'·_;. ~ ,, 
. '·~~~. ,:·.... r46'c#i 152.iJ5J ' · ' ... ·•. · t · ::. -· • 

EPA Fi~ Sym~~lfRegistreti<;>n Numb or,,. · · ') · 

·.·:.': 
~Cf~\o~-J.;. .. :.~'· 

f : ,,•·.- • 
Product Name . ". . . • · 

. \.(~·~-()~: ~:.·-~--~~ 1 r-r '{Y\~~~~% . 
-~~~.rU- ~-l'§>qt, 

Oato of Confidential Stafem&nt of Formula fEPA.foim 8570-4) 

.... 

As an autho.rized representative of the applicant· for registration~ of .the product i~~ntifie~ .above, 1. her~,..cer:tify th~t:· 
. ·.: ·;.·. . . : .... :. . . . . "': .: .. 

11) This product contains the _following active ingredient{s): · ,c 

\:\._'-'. ~ ~ ~ ~{~

8 (~l ~f th~se, ea~h _active. i~gredient list~doin. pa~:;~v~~~'~;.rw~tV~~~hr-~1\hJa ~~~~~:tive 
· .. ,mgre.drent rn the ,man~f!lcturmg, formulatron or repackagrng of-another p(oduct whrch contarns that actrv.~ !),. 

:ingredient, which is registere_d under AFRA Section 3, 'is purehased by us from another producer, and is labeled. 
for._at least each useifor:which' my·'prodl,iet:is· p~9posed to be _l~hel~'it. ' · · · ' · 

. ·... . . . . . :- .. . . .-~.· . . 
·····, 

. (3) Indicate by c~ec~ing {A) or (B) below which paragraph applies: ,~ ,:; , 

D. (A) An accurate-Confidential Statement of Form41a (EPA Fo~m 8576:41 for' the above identified product is .. 
attached to. this statement. That formula statement indicate; by company name, registration number, and 
product· na-me, the source of the acti~e ingredient(s) listed in parag:f~ph I 1). ! ·. · · . . .. 

~;\ . ·. OR .. ,~ . . .. . . . :· 

[21 tB) The. Confidential Statement ~f. Formula (CSFJ. (EPA _Form 857041. referenced above 'imd o~ .. file with .!he EPA 
._: is. complete, current; and accurat~_·and contans the information required~on the current CS.F. ~. -~ 

."-t· 

(4) The foll~vving active ingredients in this product qualify fo~ .the formuJator'~~exemptio~·;·· ., __ > .': . ;. . . .,_ . 

Active 

: ·. 

EPA Form 8570-27 !Rev. 7-911 

end Title, . . . 

.• ,· Source 

\<''1 t~l~ ~ • ii ~~-~~ ¢ 'P rD 
.... : · .. White - EPA cokv · .. ·, 

•••• • .. . . . .: 
~- .. 

• • . . . . 
•• •• .... 

• • •••• 
• . .. 

b tj - e,(t)~~'4 .. . ' . . . .. 
Yellow- Applicent"MJfy 

il-: 

• ••••• . •.:·. • • . ..... 
• • •• ..... .·. . .. • •••• 

. . ; .. :·· 
. ::: : 
-~ /. . 

*Product ingredient source information may be entitled to confidential treatment*
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~-

;;-.. j;~-

_____ 1 

1 

The pnblic r~porti,ng b~~en for. .. u·lis ¢U~nion ·of infunnrltion is estimate-d. to average LS , ... -=-· · '~:\, 
!1o_urs pe~· h.~spo~se •. .in.;:1uding f~}gi~~~n:Ort}.1th;~~-e r6firi; organi?.;ing ~te !'le~cs_si.r>':·-·- ·;: -- -~ ,. 
Wi"o;ti',lit.hOrl> and. compi.~.ing _t}Je·tqn_\1.'-:-Sen(i a~Y·.~P~J.~!1~.1$. t~gru-4-l:i!g.the h¥rQ:en ~St}f.lHlte. 
or any ethel aspe-ct onJus coHection ofiriforn1ation, incln.dipg suggestions for re<h.zcH~g thE> 
burdf.:•::n w: :: :·· 

Chief~ I.nforrnatlon P-Dlicv: hnin.ch"j PM-22.3 
u.s; En· .. i1.l-omu:<!i-1t~t P.J~dtr0tio:n AgencY"·~;~,· ··· 
4-tJl J\4 :Stl~iet') s·~~~-~~ . . · · · · H • ·H ··: ~ 

VI f1.::;h1 t!gioo, DC _.2.046p ; .. ~. . ~ : : . 
'-~ ~·· • ·r:: .. : 

(
·v·-· r·;; ... n . .... . 
.-.rfJcc or f-,-w.nagernent and budget 
Pape:r~Nork Re-duction Proj{;Ct (207(HIDOO). 
VlasJ~ington, DC 20503 · · 
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SUBMISSION BAR CODE #.;Jsb:<;? 0 y- REVIEWER.--::7/wfl:...:;:t:'=-----

CODING FOBM.FOR APPLICATIONS FQR REGISTBATIONIAMENDMENTS 

FILE SYMBOL/REG NO. bf 2b 8- :Z PM 3.3 ACTION CODE _3e>=<_ 

DESCRIPTOR 'F.ttve<./!_~ ~~ 

[ ] ·CHILD RESISTANT PACKAGING: [ ] CERTIFlCAriON . 
[ ] NON-RESIDENTIAL USE ONLY 
[ ] NOT APPLICABLE . 

REGISTRATION TYPE: · ( CONDITIONAL [ ] UNCONDITIONAL 

~PROPOSED CLASSI~ICATI~N: ) GENERAL [ ] RESTRICTED USE 

DATE'ON APPLICATION EPA RECEIVE DATE PM '·RECEIVE 'DATE 

METHOD OF SUPPORT . 

[ J CITE-ALL 
[ ] SELECTIVE .. 
[ ·) NOT SUBMITTED 
[ ] NOT APPLICABLE 
( f:-·1-NGORRECT /RESUB 

REVIEW (S) REQUESTED DATA DATE 
SENT 

FORMULAToRS EXEMPTION 

[ ] SUBMITTED . · . 
[ ] NOT SUBMITTED 

. [ ] NOT APPLICABLE 
[ ·] INCORRECT/RESUB 

DUE 
DATE 

DATE 
RETURNED - I 'PACK# 

r-------r-------~------~------~ 
CHEMISTRY 

EFFICACY 

TOXICOLOGY 

HED TOX. 

ENVIRON. FATE 

FISH/WILDLIFE. 

OTHER. ____________ __ 

STATeS ________ ~--------------------------------------

RESPONSE CODE _-...3_· __ ~_-:/ __ _ HAY 2 1 1999·V"" · . 
·RESPONSE; DATE·-----

·~/ 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Alphen LLC 
P. 0. Box 19 
Maple Grove Road 
Georgetown, IL 61846 

Mailed To: Kyle Sibinol'ic, Agent For Alphen, Inc. 
Shaldra, Inc. 
4327 Reels Mill Road 
Frederick, MD 21704-7759 

.RE: EPA Reg. No. 69268-2 
H 20range 2 Concentrate 117 
Your Submission Dated 4/8/99 Containing Final Printed Labels 

HAY 2 7 1999 

This will acknowledge receipt of yoru final printed I abets for H 20range 2 Concentrate 117, 
which were attached to your letter dated 4/8/99. The submitted firial printed labels have been 
placed in your product file. They have neither been reviewed nor stamped in accordance with-the: 
.PR Notice 82-2. - -· 

lf you have any questions about the comments in, this letter, please feel free to contact Tony Kish 
at 703-308-9443. · 

Sincerely, 

-~ ~--
~Marsh Swindell, -

0'"' -Product Manager Team- 33, 
RegUlatory Management Branch 1 
Antimicrobials Division (75 WC) 

Jsz..._ 

~ 
-- -, -j I COHCURREHCIE~ - ,, - l t SYMBOL - •· - . _ . 

·················· .................. ·················· ················· ·················· ................................... ················· 
:~EAME···· ..... _ ......... ········ ·····•··· •·•• ............................................ : ........................................ ~ ... , ........ : .... . 

EPA Fom~ 132G-1A (1190) 
Printed on Recycled Paper 

OFFICIAL FILE COPY 

i 

I 
I 
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CONCENTRATE 117 Alphen: sOD;-281-9604 

. DIRECTIONS FOR USE 
Ills violation ~f ~I'll' taw ~o,u!io this product_ln a.manrar:lncorisJste_irt with its labellng ••.. 

•'"' ' • • . ' ~· - • . :·. •p .J • • _• • J. • •• 

·Alphen H~rmt~2t17, ·when used as;dlrected as a sariillier, ki!ls:99:9_9% or·mom of th~ followfng:.Staphylococeus aureus, ·Salmonena . ~ 
Cholemo.suis •. Kle~lella p~u(llorilae, P;s!!tido!)iona8 a!lnll~ S,impiO;co(:cu_!! taec8u~; and·~eflehia~C!lli. \o/h.efl useq a~ directed as 11 virucide. 
Alphen H20range2 117. kills th.e folJo\'1ng vlru~ ln·5 rrilnutes ·opeSil_.i!l·fOOm tempeiature:(2!>+1: tOC:):.Herpes simplex virus 1\tPe 2; Influenza · 
A21Japan;and HIV,1: (Human lmmunodellcle~ VIrus). To iri~r~ that alf.bact~rlaland virahigents are.i!J1led as stated, use .tO oz.. of producfcon: 
centrale per Qallori o!;water: . : ,·.:. . ... ·.··. . -~- .. '·/. . ... ·.. . . ,. . .·. ' . ' . 

1·STEP CLEANING AND SANITIZIN_OJ Using.ttie apprcPriatedeanlrig so'lutlon ~r th&_iype of surtace to .be tre~d. thoroughly.dean the sur· 
· face, allow to air dry .. ll,needed ~se additionar:Sblutlo~. 'Replace soluUon dally ... · .. ·: · . · · . · • ·. . . . · · · 

TO us~ AS A SANITIZER AND VIRUCII)E IN BA~~~U~: Add 1Q oZ. of prOduc:t_cOne&littata per-gallon of water fo; sinks, taucets; 
counters. urinals, tolle~jgall.hand contact surfaces.es~l.Sl\ walls; stalls and floors where urine and soils build up. Replace soh..it!On dally. 

. . . ' . . . .-. . . . .. - ,.· ', . : .. ·' .· . : / . ._.· . . ·. ... •. . . . . 
TO. USE AS A·SA.UWZEII AND VIRUCIDE ON INAN~TE,·HAAD; NO~OUS SURFACES: Add 10 ounces of product ~n­
trate per gallon of wat~.J1pply solution liberally to pia-deanad hind swtaces, Wi_th a spray bottle, !Jump up pressure sprayer, doth, sponge or mop. 

. Allow surface to.remolin w•t * 5 mJnutas, then,·elther:aJioW.to air dry' or. wipe dry to.remove excess Uquld. Heavily sOiled surfaces should be pre-: 
cleaned with th8 ~I uti~. Replata solution dally. . · ' . · · · · 

• • • • • . - .• . ~.. . : . . .· . . . . ..·. ~:-·7 : .. ·... ~;! ... ·.. . . - -. . . . . - . . . 
Hl\1: To •nfHJV In 5 minutes at room temperaturo (20:-25o C).on'precleaned enVIronmental suifaces/objectil praviously'sollod with blood/body fluids 
at a &~Mation OfJ ~~' ftljjlon•( 1. pclri of'Alphef'! HWranse2117 to 1.21 pa(ls of, wat~r). r=OruSe In 'health cam settings or other settiilgs In . ' . 

· ·whim ~Mere Is an ex~iltllkelihOod of soiling of lnanl~tEi surtae8/objectS with blood ~r·bodYJiuids, anq In which the surtaces!ob)ects fil<ely to b9 
.. :~i$1;~ood or~ ~-·(:SII bo associ~-t~:~ vli~,~~~ri~~~ for;t~~~~sl~rtot;~umafl·tmr:nu~~lfciericyvi~s Typei(HIV-1 Assoeiated ... 

. . ' ... ,.·. . . . ' . ~- . . . ·-· . . . . . -... . - : 

SP(QI' ~UC.1JOVS.FOR CLEANING ANO OECONT"#INAnONAGAfNS.T HIV-.1 (HUMANIMMUNOOEFTCIENCY VIRUS OR AIOS 
. VIRUS} OFSUR_FACES/OBJECTS SO/LEO WfTH'Bi:OQO/BOOY FLU/OS: . ·. · . · . 

. . F'ersonai-Protvctlon: Wear apPropriale barrie( proJection such as·lnte)( gloves, goWns,' maSks or eye coverings. 
· Cleaning ~roceduro: Blood and other body fluids must bo thoroilghly deaned from surfaees and objects botore application of diluted product using 

. lho.Hea.,ly or Super ~.Qeaning Solution. .· . · · · · · · • · 
Contact;tlme; WhUe the HtV·1 virus Is lnilctlvated:in 5 mlnutel; •. at lise concentration of 1 oz /gallon, with both organic load and when diluted In herd 
· water (up to· 400 p~lf! flllrdness). use.tho rccommenaed contact time .lor sanitiZation and VIrucidal activity as given on this. label. . . 
Infectious Materials Disposal: .Cleaning materials that may corl!aln blood and other body fluids should be disposed of by eutoelavjng or as dlrect_ed 

bY ~e tacility safetY officer. · · . · · · 

DEODORIZING · . · . . · • . . . . . . .. . . ·.. . 
For geJ!erel a~orlzlng: ~Sf;l 2 paft .AIP.hen ~20range2'117.to :126 ~~·W?ter. (2 ~~ 1. gallon).' AJip_ly to hard, non-porous su.rfaces. io efuniriate · . 
generally oflenswe odors .. · For effecllve; hlgl'tl~l. deodorlzrl)g, .use to P.<Irts:AI¢!en H2(lrange2 117 to 1.18.(10 oz I gallon) parts wate~. Apply to. 
hard: non -porous surface thproughly. to eliminate odors .due to _splllaga.fr:om post~stomy, post-lleostomy.dresslng and bag changes, and other . 

· splf!s.such as J~rlne or fecal matter;. smoke or soot deposits; Industrial pllW piocesses, ·mildew and-mold, and surlaces in .musty Closets . 
. ",_ • • . • ·,_ •• · . • ~ . . ' :~. ·:-;: f • ' •• -: ·- • ', • ~. •• • •• .. .. 

~LEANING SOLUT~ON DILUTIONS_~ APPl.~CA'f:IONS:·~o;h~lewllh Alpti~nfs Dispan5i~ System Only) 

LIGHT DUTY (1 Oz J.gal)GREEN (bottle or label) HEAVY DUTY (10 Oz i ga!J RED (bOttle or ta9ef) 
Sireak fre!l wl!ldow, mirror ancl staln!ess. steel cleaning B!l!hroom, shower rOom, .tile & grout cleaner 
General. floor clean~r for mopping_& auto,scrubbers. Urine and garbage•odor elimlnator 

·BOnnet Cleaning solution tor carpets · . . · Prirspray tor earpet eict!actlon 
'Light wip~ down deaner · Gerie'ial degreasar 

. GENERAL PURPOSE (2 Oz /.gal) BLUE.(botlle ~r label) 
Gerieralwjpe do\·m cleaner . · . . , 
Mopping solution for Bathroom. and Kitchen floors 

· General carpet spor rem0\16r . · . 

. Heavy soil'wlpe.down deailer 
Heavy carpel Spot remOver 
Cleans Mold &_ (lllldaw 

S~PEA'DUTv (24'-48 Oz I gal) I;'URPLE·(~ttle or tabif) 
AenoV3tio~ ol tile & grout surfilces · 
Diflicull·urine &·garbage odor destitlcJJon· 
Scuff marks ana stubl5om stains · 
?Jeans heavy mold_ & m.ildew . 

. r • •. 



· .. ·,-
-~ . ' 

···.~<': ''·.:· .~··.··,· .... · :'· 

· :. . · ·Aipi'llm: 800-281•9604 

·'· •. _.:·~--1 

. . .. - -· -: ,..:_ .• ... ... . ·.· . 

. . ·· :P:RECA011Q~AR)\S]AtEMENTS .. :~ :·: · ·_ .. · 
.· HAZAROSTO .HUMAN AND· DOM~STIC 1\NIMAL~ .·. :, · · ... 

..... ,' -·-:. : . ~ .. --
. "'._. ":::·. •',, I.' ,• •' 

.-.,,. .' 

QANGER. Undiluted.prOduct ~onc~ntrat~ ~~ c~us~ S(;!Ve:r~-eye da~age/,PO ~ot·g.et'in ~yes: on ski~ qr· ·,: ·_ . 
. clothing .. We~rsa!ety Ql?sses or other'eye protection.~nd rubber-'Qioveirw~en hancf_ll~g.'concertra!e:, AvoJd .: . 

· · " · contaminajiof'1 oi food. Wa$~ thoroughly With s<2a.p·andwater.a!fer handling. ·Remove .ci>ntaminat!;!d c~othing'_ 
. and wash ·clotlll~fore reuse: · '- ; • ·' · ·· · · ' · · · · · · · · · · · · · · · ' •·· · 

.. ! 
. ' 

,: . 

·. ~ 

.... _ -· ..... 7e.... . .. . • 
. · .. . : 

After produc~lsa411uted In sccordance.'wtth dlrei:Jions for use, safety glass_es· or. other.. eye protection: 
are not requl.d. Jiroduct, a·fter dilution accordJng to _d!rec!fons~ Is. non~lrrit_at/ng: · · · · · 
••••• • . c 

. ·sTAtE MEN'{ OF PfiACTICA~ TREATMENT. 
•• • ••• 

.· / 

'·•' . . : ·. '. -. . . . . - ~ .· ' . 

•fnte"r.~e of cptfP~T with pi'Qd~ct ccmcenf!at9 -.. : ._ . . . . '· . · · _:; . · .· ·. ~ . .. ·•. 
:If Jn eJes:. Flllsh iftlrriediat!91Y with cgld~\Vate{;Refr;l_p~ 9<>iltact len~$; Qon.tinpe-fi!JS~!hg rot l5 inj_nutes, : . 
•--·~JJg~yelic1sa:p~rt~·Get.PTQf11Pt:_n~u:~di<?Cl(:att~l1t!Qn·.·_:::. _ :, ~-~: ... ~·. ·i ··: · :-: -·: -_.- -~ : _ .. ~- .: .. :-· .' -: ___ :. _ ~ · .. -.-~ 
If on sl<in: Immediately wash witliplentY of:soa:p and water .. :Get rriedl~l attention ..... < _; ~ ; >. . · . . , . . . . . 1 

• ·' 

·If swallo.wed: Promptly drink large.:qu_antity9f wat_~t .. Avqid;aiboh91. OQ:rie>t ·i~doqe yomitiiig;~_Nev~r gil.ie a,ny~~·-_- . ~, 
· thing.by.mo~~ari uncO,nsqi'o~s-;p~~ol). ·, ·, -· · .r · ::- _. · ·. · · -· · . :_ '· · · .' ... ~~ · :··. :·· - :·:-: ! 

. : • • • •. • . .. • . ~ . . :: ~ ~ •.. --~ 1• -,4 
: •• 

STORAGE. AND DISPOSAL .. 
'- . . . ~ . . '.. ,--~-

IN CASE OF SPI~: Clean up immediately. Pl~qe·re~kirjg ~.nt~jnerfni~eti ye~tilateci'are~ ... To.~leari up. 
spill. fll!sh area with large quantity of water. A\tcil9 run~off. into storm ~ew!'lrs and d~ct:ies leading to. natura( 
waterways. • . . _: ... ' : ; •.. · .. :: .. ; ·. ·: •' ·. ·. :- ';. ~ c_· ...• : 

STORA~E: Do not contaminate V~ai!'!r. tOod.~a~.d o_qe~d by_sto~ge .. 'Avoidf.~e?ing·conditions'. · Avoid; hig~ -; ; ·• · . ·.:'. 
temperatures, Do not:eJ;Cceed,storage temperab.!.res of.950F.:Best storage 'tei:nperatures are petWe!3n· 35oF · ::. .--.· . : 
and·8S9F. Overheati!lg In storage. may result ln·lncreasi!'Jfdegrada~on Of product; ythlch Will'decrease prod~':._-:'.·.·; 

' ··uci effeetiven~ss. 'keep co~centiate aw~y;fromlncom_patibl~-materials.. .·, _? ,. : • .• :·· : • . .... ·~. i . '':.; ... ; 
: ~ ... - . 

PI;STICIDE DISPOSAL:.Oo no~ .c<;:ui~~:ln~te· water, foo~-~orfeed i)y.qfsposal: W~stes:resulting f~om 'the{·~s-~ : 
of this product may be disposed' of(m site or at an. approved·Yiaste disposal facility. · · . . 

-.- ·.. . - - ·. . . . . 

. 90NTAINER DISPOSAL: Completely-empty- container. Do !lOt reuse empty containerS. Leave empty plastic. 
bag in origin~! box and discard .in trash;.SCI.nitary·landfill qr by incinerati9n;or If allowed.by,State and Local 
Authorities, by burning._ If burned. stay out qf_ srriok~. :·. . :·. · .. ·. · . . · . · 

. ""· . . ·.. . . ,-· 
.··.- :; < 

.. ·.·. --~ -· . 

. ' •).. 

; 1 

=t3i'5"'"""e- -· .•. ;__. 
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. . · ·:·_: '.' ". -: .... , ·. -
. . ... -

- CONCENTRATE 117 
OXIDIZI.NGMULTH?URPOSE 1·-STEP CLEANER,DEGREASER & SANITIZER (NON- FOOD . 

. CONTACT SURFACES); VIRUCIDE & DEOOQRIZER. FOR HARD, NON~POROUS SURFACES 

••••• • • ....... 
~· . . .... •.• .. .. . . . .. . . 
·~···· 

J\CiJLVE INGREDIENT : ·. · . 
• •• • · eJydrogen pero~ide ·· .... 
Q~s:l INGREDIENTS .. 

; .. ·· .. ' 

· .. 
··,ro~. 

. .... 
. 96.0.5% 

100.00-% 

•·• ..... · . ·-·· . -. .. . . ·· ... KEEP OUT.OF.REACH OF-CHiLDREN 
. , . . ~ . .· : . . . . . . . . . . ••• ·- • •• J • __ .-

OANGE.R: 
·' •••• 

.• • • : PRECAUTIONARY STATEMENTS 
· SEESif)E·PANEL FOR AD'prtk>NALPRECAUTIONARY STATEMENTS 

EPA Reg: No. . 069268~2 · 
EPA .Est.-No: : 0692S8-Il-001 

NET CONTENTS: 1 ·gallon. 

ALPHEN~· i~ic. 
· · MAPL,E'·~ROV.E ROAD 
GEORGETOWN,; ll 6.1846 

··This product is not to be U!~ed as a terminal st~rilant/disinfectant on any surface or instrument 
that (1) is.introduced directly info the human body, either into or in contact with the bloodstream _ 
or normally sterile areas of ttie body, .qr (?) ~ontacts intact mucous membranes, but which does 
not·qrdinariiy penet~te the~piood b~rrier or otherwise~·nter.norm(llly sterile areas oithe body. . 

. : .. ·this· producfmai b~· used t<;> pre~le~~ or d~ohtaminate critical or semi-critical_ medical deVices .. 
· p,Jor to 'st~dli:Zation .or high level ~isirifectiCm_, ... ~: ·-' · :· . · · ~ · · · 

.• •. • . . . ·.,. ._: .. :<: ·-.: -· (.,._ "'.: . 

/)5 



SHALDRA, INC. 
4327 REELS MILL RD • FREDERICK, MD 21704·7759 

(301) 695-1200 FAX: (301) 69S.1409 

Tony Kish 
Registration Specialist 
Antimicrobial Program Division (7510W) 
US Environmental Protection Agency 
Crystal Mall 2, Room 266A 
1921 Jefferson Davis Hwy 
Arlington, VA 22202 

Dear Mr. Kish: 

Re: submission Final Printed Labels 
H20rang~ Concentrate 117 
EPA' Reg. No. 69268-2 
OPP 10# 233346 
04-08-1999 

Endosed please find the required copies of the final printed label for the above referenced product, ~Orange2 
Concentrate 117 (EPA Reg. No. 69268-2), for indusion in the product file. 

The sponsor, Alphen LLC, wishes to thank you for all your help and assistance with this project, your advice 
and availibility are greatly appreciated. 

s~/JR 
Kyle H. Sibinovic, Ph.D. 
Agent for Alphen, LLC 

•••• • •••• 
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SUBMISSION BAR CODE #~..Ji!i? -<grO REVIEWER. __ ·z~~-J-e __ _ 

COPING FORM.FOR APPLICATIONS FOR REGISTRATION/AMENDMENTS 

FILE SYMBOL/REG NO. "2 b f5-~ PM _3.,;3 
DESCRIPTOR ~ .. .vb~ .... t!. . ~ er~c- c 

. re> Co or::d'~ ,;;I$ v~),i"cb-TY ~7 f?.e~Jr-~ ""'- e-;- ~'?;~e_) 7ti ~~ 
·c ] ·CHILD RESISTANT PACKAGING: ( J CERTIFI~'r!ON . 

[ ] NON-RESIDENT_IAL USE ONLY 
[ ] NOT APPLICABLE . 

REGISTRATION TYPE: . [ ] CONDITIONAL UNCONDITIONAL 

I 
PROPOSED CLASSIFICATION: ] GENERAL RESTRICTED USE 

DATE'ON APPLICATION EPA RECEIVE DATE PM ··RECEIVE "DATE 

METHOD OF SUPPORT . FORMULATORS EXEMPTION 

[ 1 CITE-ALL [ 1 SUBMITTED . · . 
[ r.cSELECTIVE ·.· [ . 1 NOT SUBMITTED 
[ .J NOT SUBMITTED . [ 1 NOT APPLICABLE 
[ ) NOT APPLICABLE [ ·1 INCORRECT/RESUB 
[ · -l.:.~lNCORRECT/RESUB 

REVIEW(S) REQUESTED DATA DATE 
SENT 

DUE 
DATE 

DATE 
RETURNED •• 

OTHER 

CHEMISTRY 

EFFICACY· 

TOXICOLOGY 

HED TOX. 

ENVIRON. FATE 

FISH/WILDLIFE. 

---------

.PACK # 

RESPONSE CODE _...~.f~s:/:....-_ ·RESPONSE DATE HAR 0 2 1999 



e· 

U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Progrnms 

Registration Division (H1SOSC) 

"M" St.,S.W. 

NOTICE OF PESTICIDE: 
1L Registration 
_Reregistration 

(under FJFRA, as amended) 

Name and Address of Registrant (include ZIP Code): 

Alphen, Inc. 
Division of Dynachem 
P.O. Box 19, Maple Grove Road 
Georgetown, IL 61846 

401 

Washington. D.C. 20460 

EPA Reg. Number: 
Date of Issuance: 

69268-2 MAR 0 2 1999 

Tenn of Issuance: 

CONDITIONAL 

Name of Pesticide Product: 

H20 RANG~ 
CONCENTRATE 117 

On the basis of information· furnished by the registrant,the above named pesticide is hereby registered/reregistered under the Federnllnsecticide, Fungicide and 
Rodenticide Act. 

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order to protect health and the environment, I he 
Administrator, on his motion, may at any time suspend or cancel the registration of a pesticide in accordance with the Act. The acceptance of any name in connection 
with the registrntion of a product under this Act is not to be construed as giving the registrant a right to exclusive use of the name or to its use if it has been covered by 
other.>. 

This product is conditionally registered in accordance with FIFRA sec. 3(c)(7)(A) provided 
that you: 

1. Submit and/or cite all data required for registration of your product under FIFRA sec. 
3(c)(5) when the Agency requires all registrants of similar products to submit such data; and submit 
acceptable responses required for re-registration of your product under FIFRA section 4. 

If these conditions are not complied with, the registration will be subject to cancellation in 
accordance with FIFRA sec. 6(e). Your release for shipment of the product constitutes acceptance 
of these conditions. 

The condition of registration included in the original Notice of Registration dated 9/10/98, 
requiring the submittal of additional efficacy data has been satisfied. This new Notice is being 
issued to remove the original automatic expiration date imposed upon this registration. 

=~~:~~~:::;;· ~i{ ~~Q 
Product Manager 33 .~ 
Regulatory Management Branch 1 
Antimicrobial Division (751 OW) 

EPA Form 8570-6 

Date: 

MAR 0 2 1999 



page 2 
EPA Reg. No. 69268-2 

A stamped copy of the label is enclosed for your records. 

If you have any questions concerning this letter, please contact Tony Kish at (703) 308-9443. 

Enclosure 

Sincerely, 

~/~_/// 
~win~ 
Product Manager 33 
Regulatory Management Branch 1 
Antimicrobial Division (75lOW) 



FRONT PANEL - ALPHEN 117 MASTER LABEL 02-24-99 

(logo) 

H20RANGE2 CONCENTRATE 117 
OXIDIZING MULTI PURPOSE 1-STEP CLEANER, DEGREASER & SANITIZER (NON­

FOOD CONTACT SURFACES), VIRUCIDE & DEODORIZER FOR HARD, NON­
POROUS SURFACES 

ACTIVE INGREDIENT 
Hydrogen peroxide 

OTHER INGREDIENTS 

3.95% 

96.05% 

TOTAL 100.00% 
ACCEPTED 

with COMMENTS 
in EPA Letter Dated: 

KEEP OUT OF REACH OF CHILDREN 

DANGER 

PRECAUTIONARY STATEMENTS 

. HAR 0 2 f999 . 
Under the Federal Insecticide, 
FUngicide, and Rodenticide Act as 
amended, for the pesticide, 
registered under EP.P, Reg. No. 

t; 9oZ6·~- dZ_ 

SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS 

EPA Reg. No. 069268-2 
EPA Est. No. 069268-IL-001 

NET CONTENTS: 1 gallon 

ALPHEN, INC. 
MAPLE GROVE ROAD 

GEORGETOWN, IL 61846 •••• • • •••• 
•• • • • • • •• 

•••••• • • • • • • • • • 
This product is not to be used as a terminal sterilantldisinfectant on any surface or instrument that (1) is introg~ "j&ectly i$ ~·; g\!man 
body, either into or in contact with the bloodstream or normally sterile areas of the body, or (2) contacts intact fnu,reus mem~ra~~~ but 
which does not ordinarily penetrate the blood barrier or otherwise enter normally sterile areas of the body. This prOduct may beoused to 
preclean or decontaminate critical or semi-critical medical devices prior to sterilization or high level disin~~rf.. • • • 

••••• • 
• •• • • • •••• 
• •• • • • •••• 



LEFT PANEL -ALPHEN 112 MASTER LABEL 

PRECAUTIONARY STATEMENTS 

09-08-98 
Alphen 800-281-9604 

HAZARDS TO HUMAN AND DOMESTIC ANIMALS 

Danger. Undiluted product concentrate may cause severe eye damage. Do not get in eyes, on skin or. 
clothing. Wear safety glasses or other eye protection and rubber gloves when handling concentrate. Avoid 
contamination of food. Wash thoroughly with soap and water after handling. Remove contaminated clothing 
and wash clothing before reuse. 

After product is diluted in accordance with directions for use, safety glasses or other eye protection 
are not required. Product, after dilution according to directions, is non-i"itating. 

STATEMENT OF PRACTICAL TREATMENT 

In case of CONTACT with product concentrate 
If in eyes: Flush immediately flush with cold water. Remove contact lenses. Continue flushing for 15 
minutes, holding eyelids apart. Get prompt medical attention. 
If on skin: Immediately wash with plenty of soap and water. Get medical attention. 
If swallowed: Promptly drink large quantity of water. Avoid alcohol. Do not induce vomiting. Never give 
anything by mouth to an unconsious person. 

STORAGE AND DISPOSAL ..... . ··-- ·-------

IN CASE OF SPILL: Clean up immediately. Place leaking container. in well ventilated area .. To clean up. spill,---__ 
flush area with large quantity of water. Avoid run-off into storm sewers and ditches leading to naturar--·-- --­
waterways. 

STORAGE: Do not contaminate water, food, and-orfeed.by storage. ·Avoliftreezing conditions. Avera· high 
temperatures. Do not exceed storage temperatures of 95°F. Best storage temperatures are between 35°F 
and 85°F. Overheating in storage may result in increased degradation of product, which will decrease product 
effectiveness. Keep concentrate away from incompatible materials. 

PESTICIDE DISPOSAL: Do not contaminate water, food or feed by disposal. Wastes resulting from the use 
of this product may be disposed of on site or at an approved waste disposal facility. 

CONTAINER DISPOSAL: Completely empty container. Do not reuse empty containers. Leave empty plastic 
bag in original box and discard in trash, sanitary landfill or by incineration, or if allowed by State and Local 
Authorities, by burning. If burned stay out of smoke. 

ACCEPTED 
with COMMENTS 

in EPA Letter Dated: 

HAR02~~ 
Under t:he federal Inse~de, 
FUngicide, and Rodenticide Ac1 as 
amended, for lhe pesticide, 
regislered under EPA Reg. No. 

iP .9Lh·~- ~ 

•••••• • • • • • 
•••••• • • •• 
••••• • • • •••• 
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• ••• • • .... 
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• 
•• • • • • • •• 
•••• • • • •• • 

• 
• •• • • • •••• 
• •• 0 • • 

•••• 



BACK PANEL -ALPHEN 117 MASTER LABEL 02-24-99 

DIRECTIONS FOR USE 
It is violation of Federal law to use this product in a manner inconsistent with its labeling. 

Alphen 117, when used as directed as a sanitizer, kills 99.99% or more of the following: Staphylococcus 
aureus, Salmonella choleraesuis, Klebsiella pneumoniae, Pseudomonas aeruinosa, Streptococcus faecalis, 
and Escherichia coli. When used as directed as a virucide, Alphen 117 kills the following viruses in 5 minutes 
or less at room temperature {20+/-1°C): Herpes simplex virus Type 2, Influenza A/Japan, and HIV-1 (Human 
Immunodeficiency Virus). To insure that all bacterial and viral agents are killed as stated, use 10 oz. of 
product concentrate per gallon of water. 

1-step Cleaning and Sanitizing: Using the appropriate cleaning solution for the type of surface to be treated, 
tnorouhly clean the surtace, allow to air dry. If needed use additional solution. Replace solution daily. 

To use as a sanitizer and virucide in bathrooms: Add 10 oz. of product concentrate per gallon of water 
for smks, faucets, counters, urrnals, toilets and all nand contact surfaces as well as walls, stalls and floors 
where urine and soils build up. Replace solution daily. 

To use as a sanitizer and virucide on inanimate, hard, non-porous surfaces: Add 10 ounces of product 
concentrate per gallon of water. APply solution liberally to pre-cleaned nard suftaces, with a spray bottle, pump 
up pressure sprayer, cloth, sponge or mop. Allow surface to remain wet for 5 minutes, then, either allow to 
air dry or wipe dry to remove excess liquid. Heavily soiled surfaces should be pre-cleaned with the same 
solution. Replace solution daily. 

HIV: To kill HIV in 5 minutes at room temperature (20-25° C) on precleaned environmental surfaces/objects 
prev1ously soiled with blood/body fluids at a concentration of 1 oz I gallon (1 part of Alphen 117 to 127 parts 
of water). For use in health care settings or ottier settings in which there is an expected likelihood of soiling 
of inanimate surface/objects with blood or body fluids, and in which the surfaces/objects likely to be soiled with 
blood or body fluids can be associated with th·e-p·otential·for transmission of humari immunodeficiency virus 
Type I (HIV-1 Associated with AIDS). 

SPECIAL INSTRUCTIONS F.OR CLEANING AND DECONTAMINATION AGAINST HIV-1 (HUMAN 
IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES/OBJECTS SOILED WITH BLOOD/BODY 
FLUIDS: 
Personal Protection: Wear appropriate barrier protection such as latex gloves, gowns, masks or eye cover­
ings. Cleaning Procedure: Blood and other body fluids must be thoroughly cleaned form surfaces and objects 
before application of diluted product using the Heavy or Super Duty Cleaning Solution. 
Contact time: While the HIV-1 virus is inactivated in 5 minutes, at use concentration of 1 oz I gallon, with both 
organic load and when diluted in hard water (up to 400 ppm hardness), use the recommended contact time 
for sanitization and virucidal activity as given on this label. 
Infectious Materials Disposal: Cleaning materials that may contain blood and other body fluids should be 
disposed of by autoclaving or as directed by the facility safety officier. 

Deodorizing • • • • •. 
For general deodorizing, use 2 part Alphen 117 to 126 parts water (2 oz I gallon). Apply to hard, notf-~Orous 
surfaces to eliminate generally offensive odors. For effective, high level, deodorizing, use 10 pa~!AJ}lhen 
117 to 118 ( 10 oz I gallon) parts water. Apply to hard, non -porous surface thoroughly to eliminate ·odors due 
to spillage from post-colostomy, post-ileostomy dressing and bag changes, and othe.:5,;:,5:suct:l as urine or 
fecal.matter; smoke or soot deposits, industrial plant processes, mildew and mold, :Cl'lq ~~rfacei;.ir~.Tusty 
closets. • •• • • ••• 

ACCEPTED 
with COMMENTS 

in EPA Letter Dated: 

HAR02f9H 
Under !:he Federal Insecticide 
flmgicide, and Rodenticide A~t as 
amended, for the pesticide 
registered under EPA Reg. No. 
~ '1 oZ. 6 ?"- .;'}__ 

••••• • • ••••• 

l~y 

• • • •• • 
• 

• •• • • • •••• . .. 
• • • •••• 



RIGHT PANEL -ALPHEN 117 MASTER LABEL 

CLEANING SOLUTION DILUTIONS & APPLICATIONS 
(Dilute with Alphen's Dispensing System Only} 

LIGHT DUTY (1 Oz I gal)GREEN (bottle or label) 

Streak tree w1ndow. mirror and ·stainless steel cleaning 
General floor cleaner for mopping & auto scrubbers 

· Bonnet cleaning solution for carpets 
Light wipe down cleaner 

GENERAL PURPOSE (2 Oz /gal) BLUE (bottle or label) 

General w1pe down Cleaner 
Mopping solution for Bathroom and Kitchen floors 
General carpet spot remover 

ACCEPTED 
with COMMENTS 

in EPA Letter Dated: 

02-24-99 

HEAVY DUTY (10 Oz I gal} RED (bottle or label) 

Bathroom, shower room, tile & grout cleaner 
Urine and garbage odor eliminator 
Pre-spray for carpet extraction 
General degreaser 
Heavy soil wipe down cleaner 
Heavy carpet. spot remover 
Cleans Mold & mildew 

SUPER DUTY (2448 Oz I gal) PURPLE (botlleorlabel) 

Renovation of tile & grout surfaces 
Difficult urine & garbage odor destruction 
Scuff marks and stubborn stains 
Cleans heavy mold & mildew 

11AR 0 2 199. 
Under l:he federal Insecfctde, 
fungicide, and Rodentic:lde Act as 
amended, for the pesticide, 
registered under EPA R~. No. 

~ 9 o1- 6 g/- 0/..___, 

•••••• • • • • • 

•••• • • •••• 
•• • • • • • •• 

• 
•• • . .. . 

•••••• • • •• 
••••• • • ••••• 

• • • 
~ ... • • • •• • 

• 
• •• • • • •••• 
• •• • • • •••• 
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446460-00 

SHALDRA, INC. 
4327 REELS MILL RD - FREDERICK, MD 21704-7759 

(301) 695-1200 FAX: (301) 695-1409 

Tony Kish 
Registration Specialist 
Antimicrobial Program Division (7510W) 
US Environmental Protection Agency 
Crystal Mall 2. Room 266A 
1921 Jefferson Davis Hwy 
Arlington, VA 22202 · Re:Application for Pesticide Registrction: 

•: ·: 

09-02-1998 

H20rang~ Concentrate 112 -EPA file Symbol: 69268-R 
Response to EPA verbal request foreata of 08-31-98 
OPP ID # 233332 

Dear Mr. Kish: 

As suggested by Mr. Swindell, this letter is directed to you rather than to Mr. Swlndel as you row have all the infonnation · 
on both of the Alphen, Inc. Products. In response to conversations between you. and/or McrshaB Swindell and myself 
(08-31-1998), we are providing the following: 
1. Transmittalletter. 
2. Application for Pesticide Registration Form (OPP 10 #2~332.) 
3. Required Certification with Respect to Citation of Data using the new fonn. 
4. Three copies of Volume 1- Product Chemistry- H20range2 Concentrate 112 -An Oxidizing Multipurpose. 1- · 

Step Cleaner, Degreaser. Sanitizer (Non-Food Contact Surfaces, Virucide, & Deo:orizer for Hard Surfaces­
Revised Sections 61-3, and 63-17. & Section on Identity, Strength. and Purity ri Product used in Efficacy 
Testing. (Raw Data) 

5. Three copies of Volume 2- AOAC Sanitizer Test (for non-food contact surtaces) for .:!.1phen Product 112 -Raw 
Data (LPI# Alphen 97-10. Presque Isle Cultures). 

6. Three copies of Volume 3 - Virucidal Efficacy Testing of Alphen, L.L.C."s Prociutt 110 Against the Humen 
Immunodeficiency Virus (HIV-1).- Raw Data (LPI# 9268.0, Southern Research) 

7. Three copies of Volume 4- Virucidal Effectiveness T~- Raw Data (LPI; 391-1QL Miaobiotest) 

As instructed, at this time no new labels are included. However, the sponsor will change the sgnal word to Danger until 
such time as testing of the above product warrents a change in signal word. AJ. such tine as the label review is 
completed, we will, of course, submit as needed the final labels. 

Please tet me know directly if you have additional questions regarding this product.· Alphen is a very small company and 
is very anxious to have the registration of the products with at least conditional registrations so that they can Introduce 
them at the Fall meeting of the National group that sponsors these types of products. Any a:sSstanc:e that you can give 
us would be greatly appreciated. 

1 would appreciate it if you would call me as soon as possible regarding the status of this pr.;duct so that I can pick up 
the response letter. 

Thank you for your assistance with this Application. 

S~rel~yo~~ .J /) /} 
~~)"<4. (JJ,V 

Kyle H. Sibinovic. Ph.D. 
Agent for Alphen, Inc. 

• ••• 
•••• . . . . . 
c ' •• 
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C f t I t I . . . . . 
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ALPHEN, INC. 

U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

P.O. BOX 19 
GEORGETOWN, IL 61846 

Report of Analysis for compliance with PR Notice 86-5 

Thank you for your transmittal of 09/03/98. our staff 

SEP I 0 1998 

has completed a preliminary analysis of the material. The results are 
provided as follows: 

Your submittal was found to be in full compliance with 
the standards for submission of data contained in PR 
Notice 86-5. A copy of your bibliography is enclosed, 
annotated with Master Record ID's (MRIDs) assigned to 
each document submitted. Please use these numbers in 
all future references to these documents. Thank you for 
your cooperation .. If you have any questions concerning 
this data submission, please raise them with the 
cognizant Product Manager, to whom the data have been 
relea~e~... . .. ····-- ·-·· ..... :·::.:.·::: .. 

·--··--------------------



,..-------------:--------- -- - - ... --

' 

To: 
From: 
RE: 

Date: 

MEMO 

Marshall Swindell, PM 33 
Tony Kish 
69268-2 Raw Data Submitted to Front 
End 
11/9/98 

• Kyle Sibinovic submitted the raw data, as required in the 
time limited registration, to the front end and it was date 
stamped 9/3/98, and given MRID 446460-01 (product. 
chemistry), -02 (sanitizer test), -03 (HIV), and -04 
(viruses) DoY'ou iUWet? We need to log in and send to 
Srini AS one year registrat_ion clock is ticking (to 
give them time t contract a study in case we reject any 
data). 

• )#-~~ 

L·---------------------------------------------



• 

• 

•. • •. ·- 1 . 

202.0 Recommendations: · 

202.1 Raw data acceptable: 

1-Reviewed raw data of all three studies and appeared to be acceptable except for the last 
virucide study against Polio virus ll (VR-61) in which the test product failed. However, 
this virucide activity against polio virus is not claimed on the label. 

2- Previous efficacy review recommendations concerning label corrections have not been 
amended . 

!70 
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EFFICACY AND SCIENCE SUPPORT BRANCH · 

ANTIMICROBIAL DIVISION 

EFFICACY REVIEW- I 

In: 10119/98 Out: January 14, 1998 

j ko.L R ·-&u.~-
Reviewed by: Ibrahim Barsoum Date: January 13, 1998 

EPA Reg. No.: 69268-1 

DP Barcode: D250216 

• EPA Petition No.: none 

Date Division Received: 9/4/98 

Type Product: Cleaner, Sanitizer, Virucide, and deodorizer 

MRIDNo.: 

Product Manager: Marshall Swindell 

PM Team Reviewer: Tony Kish 

Product Name: H2 Orange2 Super Concentrate 112 

• Company Name: Alphen, Inc. 

Submission Purpose: Submission of raw data of previously submitted efficacy data. 

Type Formulation: Liquid 

Active Ingredients: 

... 7.95% 

11/ 
If 



I • , . • !t 

RISK ASSESSMENT AND SCIENCE SUPPORT BRANCH 

ANTIMICROBIAL DIVISION 

EFFICACY REVIEW - ll 

EPA Reg. No.: 69268-1 

DP Barcode: 0250216 

EPA Petition No.: none 

Date Division Received: 9/4/98 

• Type Product: 

MRIDNo.: 

Cleaner. Sanitizer. Virucide. and deodorizer 

Product·Manager: · · · · · · · · ·Marshali-Swindell·--

PM Team Reviewer: TonyKish 

Product Name: H2 Orange2 Super Concentrate 112 

Company Name:· · AJphen, Inc. 

:. .... ·.:~.-."':..~:.:-.::-.-----~--:~---~ :·.·.;-. ·: .: ·---.':"-- .. -.-.: ·- . .:- -·-

• 

/lZ-

-- -- ··-·--------------



• 

• 

.~ . , ·~ .· 

200.0 Introduction: 

200.1 Uses: 

200.2 Background Information: Raw data of previously submitted efficacy results. 

20I .0 Data Summary: None 

20 I .I Abstract of Test Reports: None 

20 I .2 Brief Description of Test: 

Raw data are provided to support the efficacy of the product as a non-food contact 
Sanitizer and as a Virucide. Characterization data (identity, purity, strength, and 

· coinposi~ion of test substances) to verify that the-efficacy data were developed at the 
proper concentrations are also provided. 

20I .3 Data Summari~: None 

201.4 Other Summarized Results: 

See Recommendations under 202.0 . 

173 
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446460-00 

SHALDRA, INC. 
4327 REELS MILL RD • FREDERICK, MD 217tU-nS9 

(301) 695-1200 FAX: (301) 695-1409 

Tony Kish 
Registration Specialist 
Antimicrobial Program Division (7510W) 
US Environmental Protection Agency 
Crystal Mall 2, Room 266A 
1921 Jefferson Davis Hwy 
Arlington, VA 22202 

\ , 
Re:ApplicaUon for Pesticide Registraien: 

09-02-1998 

~Orange, Concentrate 112 - EPA File Symbol: 69268-R 
Response to EPA verbal request for 4tata ot 08-31-98 
OPP 10 # 233332 

Dear Mr. Kish: 

As suggested by Mr. Swindell, this letter is directed to you rather than to Mr. Swindel as you row have all the information 
on both of the Aiphen,lnc. Products. In response to conversations between you, and/or Ma'shaD Swindell and myself 
(08-31-1998), we are providing the following: 
1. . · Transmittalle~r. 
2. Application for Pesticide Registration Form (OPP ID #233332.) 
3. Required Certification with Respect to Citation of Data using the new fonn. 
4. Three copies of Volume 1 - Product Chemistry - H20range, Concentrate 112 -Arl Oxi<fJZing Multipurpose, 1-

Step Cleaner, Degreaser, Sanitizer (Non-Food Contact SurfaceS, Virucide, & Oeo::orizef for Hard Surfaces -
Revised Sections 61-3, and 63-17, & Sect!on on Identity, Strength. and Purity cf. Product used in Efficacy 
Testing. (Raw Data) 

5. Three copies of Volume 2- AOAC Sanitizer Test (for non-food contact surfaces) for .J.dphen Product 112 - Raw 
Data (LPI# Alphen 97-10, Presque Isle Cultures). 

6. Three copies of Volume 3- Virucid~I.E~cacy Testing of Alphen, LLC.'s Produ:: 110 Against the Humen 
Immunodeficiency Virus (HIV-1) -·Raw Data (LPI# 9268.0, Southern Research) 

7. Three copies of Volume 4- Virucidal Effectiveness Test- Raw Data (LPt# 391-1~ M'la'Obiotest) 

As instructed, at this time no new labels are included. However, the sponsor W11i cha'lge the 5gnaJ word to Danger until 
such time as testing of the above product warrants a change in signal word. N. such fine as the label review is 
completed, we will. of course. submit as needed the final labels: 

Please let me know directly if you have additional questions regarding this product. Alphen is a very small company and 
Is very anxious to have the registration of the products with at least conditional registrations so that they can introduce 
them at the Fall rneetlng of the National group that sponsors these types of products. Any as:!istance that you can give 
us would be greatly appreciated. 

I would appreciate it If you would call me as soon as possible regarding the status of this prnduct so that I can pick up 
the response letter. 

Thank you for your assistance with this Application. 

Kyle H. Sibinovic, Ph.D. 
Agent for Alphen, Inc. 
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REGULATORY ACTION IN SUPPORT OF REiCH THIS.PACKAGE ISS~ 

DATE RECEIVED BY EP~ 

LIST OF S~BMITTEO STUDIES: 
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U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

ALPHEN I INC. 
P."O. BOX 19 
GEORGETOWN, IL 61846 

-. . : . -
Report ·of Analysis for Compl-iance with PR Notice 86-5 . 

... - .:-: ....... 
- . -"':. •...-.-

. . .-AUG ... : :' ... 6 1998 

. Tha~ you _fpr ·YC?~:~~n.s~it1;.al .of 07/30/9~. Our ·staff.-:-:-.. ·· 
has compl-eted a. pr.e_lJmin.~py .. analysis of the materiai.- .· The=~re·su"lts are 
provided as· fol-lows·:· -.· ~ :._::.. "'> _ -. · :-:- -~- _- '-~-~, ""~ .·· 

• 
we are unable to-.a~-c"~:pt·your data submittal for further·.: .. _··· 
processing: and_ r_eview, . ~ecause of the si.gnif~cant 
deficiencies noted:·beipw. ·It is being returned to. you-
for correction. If deficiencies were found which apply 

· to your overall s~~i-~sion, they are described 
immediately following·this paragraph. If problems are 
found with individ~~l studies, they are described below 
linked to the study identifier found on the enclosed 
copy of·your bibliography. 

Reje~ted study (01] : 

* When ·dat·a con.f.i-deritiality is claim-ed under FIFRA 
Section 10 (cl) .(1) (.A), (B), or (C), all confidential 
informat.ion .must. be .exci.s~d .(r_o;m 1;h.~. po9y_ of .t~e. st_u~y 
and placed in a conf•idential Attachment. See pages 8 
and 15 of PR Notice 86-5. · 
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··\ ·p)5 f?c{;f1/I.P ;//775' 5uB~~ss~~ .. 
SUBMISSION BAR CODE #Q..J 0-0 0 () 0 .REVIEWER/ 1{/.5/r \. 

CODING FoRM.FOR APPLICATIQNS FOR BEGISTBATIQNIAMENPMENTS 

FILE SYMBOL/REG NO.~ '7[(~ JZ ,If PM J ._3 ACTION CODE L3 ~ £..._, 

DESCRIPTOR cJc /J.--ee.. fed 0 SF'_ rf- i 4# htlfs 

I 

.( ] ·CHILD RESISTANT PACKAGING: CERTIFICA'tiON 
NON-RESIDENTIAL USE ONLY 
NOT APPLICABLE 

REGISTRATION TYPE: . [ CONDITIONAL ] UNCONDITIONAL 

PROPOSED CLASSIFICATION: ] GENERAL ] RESTRICTED USE 

DATE ON APPLICATION EPA RECEIVE DATE . PM'RECEIVE DATE 

I t1 ? I ~9 I 9 r1 l·t~j11 ~:il.rfi l#9ld~l 
METHOD OF SUPPORT . 

[ ] CITE-ALL 
[ ] SELECTIVE . 
[ .] NOT SUBMITTED 
[ ] NOT APPLICABLE 
[ f INCORRECT /RESUB 

FORMULATORS EXEMPTION 

[ ] SUBMITTED 
[ J NOT SUBMITTED 
( ] NOT APPLICABLE 
[ ] INCORRECT/RESUB 

7'~ 

REVIEW(S) REQUESTED DATA DATE DUE DATE 
' . · PACK # SENT DATE RETURNED 

•. <§Mrs~ 1-----4-----+----+--....:..__.~ 
EFFICACY 

TOXICOLOGY 

HED TOX. 

ENVIRON. FATE 

FISH/WILDLIFE 

OTHER ____________ __ 

STATUS _________________________________ ___ 

RESPONSE CODE ---- ·RESPONSE DATE ----

......... 
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Kyle H. Sbinovic, Agent 
Shaldra, Inc. 

4327 Reels Mill Rd. 
Frederick, MD 21704-7759 
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.FQPA 
DP BARCODE: D250213 

CASE: 062401 DATA PACKAGE RECORD DATE: 10/08/98 
SUBMISSION: S550000 BEAN SHEET Page 1 of 1 

• * * CASE/SUBMISSION INFORMATION * * * 

CASE TYPE: REGISTRATION ACTION: 362 ArnD-TECH FORM CHG AMEND 
CHEMICALS: 000595 Hydrogen peroxide · · · 3.9800% 

ID#: 069268-00002 H2 Orange Super Concentrate 117 
COMPANY: 
PRODUCT MANAGER: 33 MARSHALL SWINDELL 703-308-6341 ROOM: CS1 6B 
PM TEAM REVIEWER: TONY KISH 703-308-9443 ROOM: CS1 3W69 
RECEIVED DATE: 09/04/98 DUB OUT DATE: 12/03/98 

* * * DATA PACKAGE INFORMATION * * * 
DP BARCODE: 250213 EXPEDITE: N DATE SENT: 10/08/98 DATE RET.: I 

~HEMICAL: 000595 Hydrogen peroxide -p TYPE: 001 
CSF: Y LABEL: Y 

ASSIGNED TO DATE;/ INd 
DIV : AD e??/&'~ 9o 
BRAN: EASSB l~jl~j/IK 
SECT: CTf JD / 2-L ;q-q 

DATE 
I 
I 
I 
I 
I 

OUT 
I 
I 

ADMIN DUE DATE: 11/22198 
NEGOT DATE : I. I 

PROJ DATE: I I 
I 

REVR : :/(h.'\1\.R-- I I 
CONTR: 0-tvtuP.../ ~~-~L I 

to-cii _:fii: * * DATA REVIEW INSTRUCTIONS * * * 

I 
I 

Please review the attached chemistry data for acceptability. 

* * * DATA PACKAGE EVALUATION * * * 
No evaluation is written for-this data package 

* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * * 
DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF 

I 

LABEL 
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··P.tcss~ ;e~rf ;,;trucii~ns on reverse bef~re com ole "ant~ form. - ·, · · -. :~ : Form App_roved. OMB No. 207~060: 

-I">~ _'. ·· .. '· ·. 

>~&EPA 
:.. -· . .-_ .. . . - ~ 

. .. -
United Staies ·.· '· ·.: · ; . :· · · 

. Environ.n:u~n-~al- P.ro.tectio~- .A9_e-~cy . _ 
:... ·. ·wa~ty_n9c9n. pc 2046~-_:_ , ___ · 

. -_: - ~-· =-· _·_--:.:~ . . -_ ':.. -:· :_.:..~. -. 

-. . ~ -

1- Section -II 

:}:~ ·j·. Amondment- Explain below. ·--: - _ :~_-: · · 0 Final printed labels in response to 
· - . · . .. . . 1 q . . . Agency latter dated _..:._~----------:~.;...._ ·tlj _: ~esab~is~ion in ~esporis~ to Agency lett_ar·dl!tad .-- ~ ~~: ~- ::~-:O: ~~a_-ro·o·. ~pplication. · --:. ~ .. 

~- -~o _Noti~i·cation- Explain-below. . - "' - :O oiher. Explain-below. 

! 1. Material This Product Will Be Packaged In: 

! c_hild~Raesist~:: ~ackaging 
I . 
;·- - No 

: -eltiflcation- must 
~_be ~bmitted 

Unit Packaging 

BYes 

No 

If "Yes"· · 
Unit Packaging w_gi. 

.;.~ .. Location of Net Conients Information 

·.J'_Q L·abel 0 Container 

j_6._Manoer in Which Label is Affixed to Product 
.=.: :-. • ~ -- -. ... . - .. 

Section 111 

Wato_~.Solubla Packaging 

a Yes 

. No 

No. per 
C<!_ntain·er 

lf."·Y~s:. -- NQ.'per 
fa_ckii_~·a. :ovg_t · container 

-1 
4. Sizelsl Retail Co_r.it~iner 

§ Lithogral)l)· ... · · :.. 0 
Peper_glu.~d~ ,~-- - · . : -
Stencofed · · .. -: .. 

O.ther 

2. Type of Container 

§~=~~i1c 
Glass 
Paper . · 

Ot_h~r (Spe~ify)-=-~-'-----=---'-

'5. Location of Label Directions 

E3 On Label · 
On Labeling accompanying product . ~-

- -
--------------~--

-: -~ . 

_;--1. ConJitct· Poi~t- f£;ompists_ items diriJctly below for identification·_of.-i}ldil(idual._to be con_ta{:ted,_if ~ecesssry, ·ro process this application.)' 

-gt• K\:"1 ~ ~w-~, I e, I Tl ., v , -:;Q!.J) "":~:\1~~--\ ~ - . .:-- - -_- _-. -_ ~ · ... --"-,. -------. - --- .-- .. · •· ···Ii···-· .·.:· ... 
~ -=-- · - -. · , ~--.- . -.: . . .. Cert•f•catton-;.._-. -~ .::...:-:- . - o -., .. , - . • .: .· . · . ..:. 6. Pat!' ~JiPhca.!!Qn- __ :::... 
--~ C:«:'rf:i.fv. ~~-'!'.!! -~~atC!m!'~ts ., have made on chis f~rm ~~ a!Fittach~arl~s tliereto:ai-o tru~. accurate ana'i::o~~;_: · · ·.RA~~Ifea- · -. - :· 

I aclu;l~~~~'!I!.!.~~~~Y. ~n~wingly-fals_e or misleadiilli·_il.t~teme.~t-r!u(y'b-~'~uilishabie byJ!_n.l! or_il)'tp~isorimerit o!_ ·.• • i~tm '-dJ-· 
j;:--=:-=:. ~i?:;.f!::.th':":_::l!:=~::-l'~~~:ap~·P:::!i;,S.a::;!Jla:;··;:·--:-:'!fW;::··.;_;· ··~·~-"""':'--.:...· ........ _:_· -·-=--:-·....;: -;.:·:t'"'1"r.;·:.~· ·:,.·:..:..::-;,.;· ;::':;-::;--~.-.,;·-:;;;::;..:,.-.,:.,_ -~'-'·~---~_.;.--~· ~·_,-:..··_--;....;....,·_-..;·,.......,-:-o··,:,-·;.:-::,.,.~;...·.::·~~ • • ~ : Pt:_ , ~ - --~ 
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: 4·. T~~ed N11me· . .' · . .· - - 5. D.e.ce . • • • 

!.:·~-~ .1~'(~~_.'-t-r: ss t ~) Y} -~VI L 1Q~ · . .'- :· ·-: ~-~ 6-~- -:~ ~-- (j ·g-
. . . . . . 

. . . . . . . 
'rolephone.N!J' (lnclu~ii-Arel{ Code)~ . 
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- ()-~---~ · .... __ 

:PA F!>rm 8570~1 (Rev. 8-94) Previous editions are obsolete~· . ·Whit~ - EPA File Cop-y· (originitll v.iui.~ ·- Applii:iiilt copy 



446459-00 

SHALDRA, INC. 
4321 REELS"MILL RD - FREDERICK,. MD21104-7759 

. (301) 695-1200 FAX: (301) 695-1409 

Tony Kish 
Registration Specialist 
Antimicrobial Program Division (7510W) 
US Environmental Protection Agency 
Crystal Mall 2. Room 266A 
1921 Jefferson Davis Hwy 
Arlington, VA 22202 

Dear Mr. Kish: 

Re:Application for Pesticide Registration: 
H20range2 Com:entr.ale 117 
EPA File Symtol: 69268:..£: 
Corrected respJnse tto EPA Jetter of 07-22-98 
OPP 10 # 233313 
09-02-1998 

As suggested by Mr. Swindell, this letter is directed to you rather tiian IDl l.fs. Pam Hasty as you now have all the 
information on both of the Alphen. Inc. Products. In response to that i\::tter of 07-22-98 we are providing the following: 
1. 
2. 
3. 

4. 
5. 
6. 
7. 

44645901 

8. 

Transmittal letter. 
Application for Pesticide R-=9istration Form (OPP !0 #2333i3). 
Copy of th!3 CSF corrected to indicate.the proper name of tt:e_ pr01d!Jd and of t s well 
as the verified pounds per gallon of this product. There are blO o~ changes in-Prfe CSF. ·  
Required Certification with Respect to Citation of Data using the new form. 
Required data matrix using the new forms, since the active i:igredi~ is from an unregistered source. 
Copy of letter from Patrick Stewart explaining the origins of tJe name of the products. 
Three copies of Volume 1 - Product Chemistry- H,Orange; Concentrcte 117 -An Oxidizing Multipurpose, 1-
Ste Cleaner De reaser. Sanitizer Non-Food Contact Surt-cees. Vn!Cide, & Deodorizer for Hard Surfaces -
Revised Sections per EPA lettes- 07-22- 8 on y, ections a emen of 
NO Data Confidentiality. 
Five copies of the label wr.t1 the name adjusted to be identical In the nane of the product on the CSF, and the 
signal word changed to" Danger": · 

We now understand that you have ell the required data 
efficacy MRIDs have just had the reviews completed 

toxicology and 
infrll"n'"l<>ti''" needed for 

these reviews are induded in the submission for 69268-R. 

I am also endosing a copy of the Front-End response sheet and the PJstmart on the envelope as again there was an 
extremely lengthy delay in sending the response ou1 after the letter was written. It is this type repeated delay that forces 
Sponsor's to develop extremely high blood pressure and to feel that tt.eir paTfio:Jiar project(s) are being ignored or set 
aside by the Agency. 

Please let me know directly if you have additional questions regarding tms ~ Alphen is a very small company and 
is very anxious to have the registration of the products with at least conditioma! registrations so that they can introduce 
them at the Fall meeting of the National group that sponsors ~ese types of pmxklcts. Arty assistance that you can give 
us would be greatly appreciated. 

I would appreciate it if you would call me as soon as possible regardir.g the st:ti:Js of this product so that I can pick up 
the response letter. 

Thank you for your assistance with this Application. 

Sincerely yours. 

)c_~h/(J 
Kyle H. Sibinovic, Ph.D. 
Agent for Alphen, Inc. 
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SUBJECT: PRODUCT CHEMISTRY REVIEW - Antimicrobials Division 
DP Barcode.i).;<S~..G Reg. No. or File Symbol fo9:2fo3-a 
Manufacturing-Use [. ] OR End-Use Product [ ] 

TO: Jvf~ Sw,>.,cld£j 10">'2-<d ~ 
PM Team No. 33 0 

FROM: Anna Skapars, Chemist 
Efficacy and Science_ Support Branch 

TRRU: Michelle Wingfield, Acting Chief 
Efficacy and Science Support Branch 

SUMMARY OF INFORMATION REVIEWED AND FINDINGS 

------------------ ·------- - ·-



*Confidential Statement of Formula may be entitled to confidential treatment*
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FRONT PANEL - ALPHEN 117 MASTER LABEL 09-08-98 

(logo) 

H20RANGE2 CONCENTRATE 117 
OXIDIZING MULTI PURPOSE 1-STEP CLEANER, DEGREASER & SANITIZER (NON­

FOOD CONTACT SURFACES), VIRUCIDE & DEODORIZER FOR HARD, NON­
POROUS SURFACES 

ACTIVE INGREDIENT 
Hydrogen peroxide 

OTHER INGREDIENTS 

TOTAL 

3.95% 

96.05% 

100.00% 

KEEP OUT OF REACH OF CHILDREN 

DANGER 

PRECAUTIONARY STATEMENTS 

SEE LEFT LABEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS 

EPA Reg. No. 069268-
EPA Est. No. 069268-IL-001 

NET CONTENTS: 1 gallon 

ALPHEN, INC. 
MAPLE GROVE ROAD 

GEORGETOWN, IL 61846 

ACCEPTED 
With COMMENTs 

in EPA Letter Dated: 

SEP 1 o l99B 
Under the Federal Insecticida 
fungicide, and Rodenticide .~r a::; 
am~nded, for the pesticid~. 
registered under EPA R~n. r~·u. 

~P~6~-~ 
NET WEIGHT: 

This product is not to be used as a terminal sterilanVdisinfectant on any surface or instrument that (1) is introduced directly into the human 
body, either into or in contact with the bloodstream or normally sterile areas of the body, or (2) contacts intact mucous membranes. but 
which does not ordinarily penetrate the blood barrier or otherwise enter normally sterile areas of the body. This product may be used to 
preclean or decontaminate critical or semi-critical medical devices prior to sterilization or high level disinfection. 



LEFT PANEL- ALPHEN 112 MASTER LABEL 09-08-98 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMAN AND DOMESTIC ANIMALS 

Statement of Practical Treatment 

Danger. Undiluted product concentrate may cause severe eye damage. Do not get in eyes, on skin or 
clothing. Wear safety glasses or other eye protection and rubber gloves when handling concentrate. Avoid 
contamination of food. Wash thoroughly with soap and water after handling. Remove contaminated clothing 
and wash clothing before reuse. 

After product is diluted in accordance with directions for use, safety glasses or other eye protection 
are not required. Product, after dilution according to directions, is non-irritating. 

In case of CONTACT with product concentrate 
If in eyes: Flush immediately flush with cold water. Remove contact lenses. Continue flushing for 15 
minutes, holding eyelids apart. Get prompt medical attention. 
If on skin: Immediately wash with plenty of soap and water. Get medical attention. 
If swallowed: Promptly drink large quantity of water. Avoid alcohol. Do not induce vomiting. Never give 
anything by mouth to an unconsious person. 

STORAGE AND DISPOSAL 

IN CASE OF SPILL: Clean up immediately. Place leaking container in well ventilated area. To clean up spill, 
flush area with large quantity of water. Avoid run-off into storm sewers and ditches leading to natural 
waterways. 

STORAGE: Do not contaminate water, food, and or feed by storage. Avoid freezing conditions. Avoid high 
temperatures. Do not exceed storage temperatures of 95°F. Best storage temperatures are between 35°F 
and 85°F. Overheating in storage may result in increased degradation of product, which will decrease product 
effectiveness. Keep concentrate away from incompatible materials. 

PESTICIDE DISPOSAL: Do not contaminate water, food or feed by disposal. Wastes resulting from the use 
of this product may be disposed of on site or at an approved waste disposal facility. 

CONTAINER DISPOSAL: Completely empty container. Do not reuse empty containers. Leave empty plastic 
bag in original box and discard in trash, sanitary landfill or by incineration, or if allowed by State and Local 
Authorities, by burning. If burned stay out of smoke. 

ACCEPTED 
with COMMENTS 

in EPA Letter Dated: 

SEP 1 0 1998 

Under the Federal Insecticide, 
FUngicide, and Rodenticide Act as 
amended, for the pesticide, 
registered under EPA Reg. No. 

/;. 9gi>Y-~ 

,r 

1r1 I , 
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BACK PANEL - ALPHEN 117 MASTER LABEL 09-08-98 

DIRECTIONS FOR USE 
It is violation of Federal law to use this product in a manner inconsistent with its labeling. 

Alphen 117, when used as directed as a sanitizer, kills 99.99% or more of the following: Staphylococcus 
aureus. Salmonella choleraesuis, Klebsiella pneumoniae, Pseudomonas aeruinosa, Streptococcus faecalis, 
and Escherichia coli. When used as directed as a virucide, Alphen 117 kills the following viruses in 5 minutes 
or less at room temperature (20+/-1°C}: Herpes simplex virus Type 2, Influenza A,!Japan, and HIV-1 (Human 
Immunodeficiency Virus). To insure that all bacterial and viral agents are killed as stated, use 10 oz. of 
product concentrate per gallon of water. 

To use as a sanitizer and virucide on inanimate, hard, non-porous surfaces: Add 10 ounces of product 
concentrate per gallon of water. APply soluuon liberally to pre-cleaned hard surfaces, with a spray bottle, pump 
up pressure sprayer, cloth, sponge or mop. Allow surface to remain wet for 5 minutes, then, either allow to 
air dry or wipe dry to remove excess liquid. Heavily soiled surfaces should be pre-cleaned with the same 
solution. Replace solution daily. 

To use as a sanitizer and virucide in bathrooms: Add 10 oz. of product concentrate per gallon of water 
for smks, faucets, counters, unnals. toilets and all hand contact surfaces as well as walls, stalls and floors 
where urine and soils build up. Replace solution daily. 

HIV: To kill HIV in 5 minutes at room temperature (20-25° C) on precleaned environmental surfaces/objects 
prev1ously soiled with blood/body fluids at a concentration of 1 oz I gallon (1 part of Alphen 117 to 127 parts 
of water). For use in health care settings or other settings in which there is an expected likelihood of soiling­
of inanimate surface/objects with blood or body fluids, and in which the surfaces/objects likely to be soiled with 
blood or body fluids can be associated with the potential for transmission of human immunodeficiency virus 
Type I (HIV-1 Associated with AIDS). 

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HIV-1 (HUMAN 
IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES/OBJECTS SOILED WITH BLOOD/BODY 
FLUIDS: 
Personal Protection: Wear appropriate barrier protection such as latex gloves, gowns, masks or eye cover­
ings. Cleaning Procedure: Blood and other body fluids must be thoroughly cleaned form surfaces and objects 
before application of diluted product using the Heavy or Super Duty Cleaning Solution. 
Contact time: While the HIV-1 virus is inactivated in 5 minutes, at use concentration of 1 oz I gallon, with both 
organic load and when diluted in hard water (up to 400 ppm hardness), use the recommended contact time 
for sanitization and virucidal activity as given on this label. 
Infectious Materials Disposal: Cleaning materials that may contain blood and other body fluids should be 
disposed of by autoclaving or as directed by the facility safety officier. 

ACCEPTED 
with COMMENfS 

in EPA Letter Dated: 

SEP 1 0 1mB 
Under the Federal Insecticide, 
fl.mgicide, and Rode!"tticide Acl as 
amended, for the pesticide. 
registered under EPA Reg. No. 

~ 9CZb?-D(_ 



RIGHT PANEL - ALPHEN 117 MASTER LABEL 

CLEANING SOLUTION DILUTIONS & APPLICATIONS 
(Dilute with Alphen's Dispensing System Only) 

LIGHT DUTY (1 Oz I gal) GREEN (bottle or label) 

Streak tree wmdow. mirror and stainless steel cleaning 
General floor cleaner for mopping & auto scrubbers 
Bonnet cleaning solution for carpets 
Light wipe down cleaner 

GENERAL PURPOSE (2 Oz I gal) BLUE (bottle or label) 

General w1pe down cleaner 
Mopping solution for Bathroom and Kitchen floors 
General carpet spot remover 

09-08-98 

HEAVY DUTY (10 Oz I gal) RED (bottle or label) 

Bathroom, shower room, tile & grout cleaner 
Urine and garbage odor eliminator 
Pre-spray for carpet extraction 
General degreaser 
Heavy soil wipe down cleaner 
Heavy carpet spot remover 
Cleans Mold & mildew 

SUPER DUTY (24-48 Oz I gal) PURPLE (bottle or label) 
Renovabon of tile & grout surfaces 
Difficult urine & garbage odor destruction 
Scuff marks and stubborn stains 
Cleans heavy mold & mildew 

1-Step Cleaning and Sanitizing: Using the appropriate cleaning solution for the type of surface to be treated, 
thorouhly clean the surface, allow to air dry. If needed use additional solution. Replace solution daily. 

Deodorizing 
For general deodorizing, use 2 part Alphen 117 to 126 parts water (2 oz I gallon). Apply to hard, non-porous surfaces 
to eliminate generally offensive odors. For effective, high level, deodorizing, use 10 parts Alphen 117 to 118 (10 oz 
I gallon) parts water. Apply to hard, non -porous surface thoroughly to eliminate odors due to spillage from pGst­
colostomy, post-ileostomy dressing and bag changes, and other spills such as urine or fecal matter; smoke or soot 
deposits, industrial plant processes, mildew and mold, and surfaces in musty closets. 

ACCEPTED 
with COMMENTS 

in EPA Letter Dated: 

SEP 1 0 1998 
Under the Federal Insecticide, 
FUngicide, and Rodenticide Act as 
amended, for the pesticide, 
registered under EPA Reg. No. 

b 7 o(, 0 8"'- .2._ 
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·Date: 07/26/98 ·· 

Re: _H29rang~ trade name 

We "coined this product name in early 1997 and have been using it oo our producllabels, literature and 
trade advertising since tha~ time. We have applied for tragemark on both the name and the name with 
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: If your·pr.Od~-ct:is a .190°k repacKaging .of another purch;-ed EPA-registered product labeiEtd·J~r alrthe same u_s·es. on your label, you do not neeQ to 
Y.~u·r!lgst s.ubmit ttte f'.oimu[atofs Exemption Statem~nt (EPA"Fonn 857_0-27}. _ · · . ~ . _ · _. . _ · . 

1 amsesiwJiCnng jo-a D~ta-c~lhli1 Notice, and hav:e included with this fonn·a list of comP.a~~~ s~nf offers of.~mpens~tion (l~e Data Matrix form should_ 
be used for thiS' purpo~). · · · · · ·-

SECTION 1: METHOD OF DATA SUPPORT (Check one. method only) 

1 am using the cite-all method of support, and have induded with this fonn 
a fist of companies sent offers of compensation (the Data Matrix form 
should be used tor this purpose). 

D· I am using the selective method of support (or cite-all option 
under the selective method). and have included with thiS form ;; 
completed list of data requirements (L'le Data Matrix foim must be 
used). -

SECTION II: GENERAL OFFER TO PA-Y 

(Required if using the cite-all.method or when using the cite-all option under the selective method to satisfy o11e or more data requirements) 

G 1 hereby offer a~d. agree to pay compensation, to other ~rsons, wllh regard to the approval of this application. to the extent required by FIFRA. 
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indicated·ln·SeCtlon·l:th!S-aP-plication ~s suppor:ted by all data in the Agency's files that (1) coneem the_-prcipertles or effects of:this·procfuct or an identical or 
substantiaUy.simi!ar pr?d\ict. or one·or more of the ingredients in this product: and·(2) is a type ofdati!_F.arwou!d b-e required to be submitted under the data 
requirements in effect_on·tfie date of approval of this application if the app6cation sought the initial registration of a product of identical or similar composition and 
uses. • 

., certify ih~tfor ~~ch_.exct~~lve vse. study cited In support of this registration or ·reregistr~tior1, _tJ:iat i am the,origil]al.data submitter or that I have obtained 
the written pennisslon o(il)(onglna~dat~rsubmitter to cite that study. . · · · ·. ·· · · · · . · . . 

. I certify.~~i!;"t~ch. s~dy cited In supP9_rt of this .reg.lstration or ~eregistration that is not ~~~;~~~~e ~s~ study~ either:.(a).l am the ~riginat data 
submitter; (b) I have oblained the peimlssion of the original data submitter to use the study in suppoltof this apPflcation: (c) aU·periods of eligibility for 

1 coni~ ~ye ~i~d for~ .studY: .(d) ihe ~is l.n.the pubUc literature: or {e) t have ncitffleciin writi~g the comPanY thafsybmitte;d.the.study and hays 
offered (I} to pay wmp~on !P the extent required I?Y ~ens 3(~)(1 )(F) andfor 3(c)(2)(B),ofF.If~~a_!'ld. ~i).to commence ~egotlatio~to detennlne the 
amount and teni'ls ok:Orritierisatlon, If any, to be paid for the use of tne study. · · · · - - ~'-~ .,_, · · - • : · ·- . · · . -

I ._.. ·.~ ,·ceMi-~~ti~-~11 ;is.~ vme,;,· .. ~,off~; ~l!l~n~a~n i~ requ~d •. cop~ o~ ~o· o~~-~:~~-P~/4~~atio~ a~:e~~en~ ot·~-eir cien~~ In 
acco~ Wftli sections ~(c)(1 )(F) and/or 3{~)(2)(8) of FIFRA are available and \WI be submitted fo !lie.:Agency upon request; Should 1 fall to produce sUCh 
eVIdence to the ~e.ncy upS1f! req\jest, I un~rsta~ tllat the Agency may initiate action I~ ~eny,.~ncel or.suspend the reg~tratiol! of my product in 1;9nf~nnity with 

: ~IF~ . ~~ ._.-_ ~-·~ ;;_~ . --~- _-_- _:: ~ :~ • ~--- ·-: _.- _ .· < _ . . ··~- ;_ --~-·--: :-_~ . --~:_ ~-:.·· ·-: ... ~~ ~;~. ·-: .. > ·.··-.~ _ . : 
I 

.-_ -fC:e~IJv-:tt1atth__e·~"¥t~en~l ~~~ ~aJJa.on ~~ fonn· ~nd all_a~ef~entS to ~~t.~I'§~~4C&ii_~~e~arid ·i~JnP.~te~l.ac~~~.'ifedg~ t~at any_ ~ 
knowingly ~~S_!I_!)J:.~_!S~ajJI~~~t~m.9ntmay:b~y~nl~_!la51e by fine. or lmprfsonme_nt. ~rJ)ot_f!,M~r~~.PP!r~able·la~:- "':-.:. • ."-.: - .. 

- .. ·.·_--·.-:._.:·.:.---.- .::_. _:"=.·- .. - . . . -. . :~:---·.·:......---·--:.__.- -:-=·. __ :_ ... :· . ..:. : .. ·_ . 
I 

~Signature Date : . . 'ry;ed o~ Printed:Na!!JE!'and.Title _ 
07 -29-~a_·,·. ·:.· ·_· . ~il.~ ·.f{ ... Si'bi ryq~;·c, PhO. Agent 

. . . . - .. . . . .-- .. - . . - . . 
:?A Form 8570-34 and-paper versions available. Submit only 

·-

--

/f1 
I 
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' " .. -

••• • • • 
list bt•companies sent offers of compensation from the Data Submitters List 

•••• • • • •• • Active ingredieot... Hydrogen peroxide Chemical ld# 000595 
• • •••• • •••• 

1 . • • •: Comp~AY Jt- 063394 
•••• • • •••••• 
•••• • • • • • 

• Data suomilted: 
•••• • • • •• • 

2. Company# not given 

Data submitted: 

Antimicrobial Exposure Assessment Task Force 
2501 M St., NW 
Washington, DC 20037 
Other Data - not specified 

CSMA 
1800 Wilson Blvd 
Arlington, VA 22209 
Acute Toxicology 
Other Data 

/70 



.. SUBMISSION BAR CODE. # 8sttJ6 D 7 REVIEWER p Heu:.ct; 
. . -

CODING FORM FOR APP.LICATIONS FOR REGISTRATION/AMENDMENTS . . ~ . 

FILE SYMBOL/REG NO. f:>CJ2(,& -£ · PM ·33 ACTION CODE /7) 

DESCRIPTOR ~'r/.u,.>/-(tl,.l \.}.do. ~ A-lpJ. fM,. lduMwr .. 
[ ] ·CHILD.RESISTANT PACKAGING: ] CERTIFICATION 

J NON-RESIBENTIAL'USE.ONLY 
J NOT APPLICABLE . 

REGISTRATION TYPE: ] CONDITIONAL ]' UNCONDITIONAL 

PROPOSED CLASSIFICATION: ( .] GENERAL .[ ) RESTRICTED USE 

. . 

DATE ON APPLICATION EPA RECEIVE DATE·---~·:_. ,_:PM-RECEIVE 'DATE 

•• 

.e. 

METHOD OF. SUPPORT . 
. . ' 

( ] CITE-ALL 
[ ) SELECTIVE .-
[ .] -NOT SUBMITTED 
{ ] NOT APPLICABLE 
.£ l. INCORRECT I RESUB 

REVIEW ( S) REQUESTED DATA · 
PACK # 

CHEMISTRY 

EFFICACY 

TOXICOLOGY 

HED TOX. 

ENVIRON. FATE 

FISH/WILDLIFE 

OTHER. ____________ __ 

· DATE 
SENT 

FORMULATORS-EXEMPTION 

[ ) SUBMITTED ~ 
[ ] ·NOT SUBMITTED . · .. -- . 
[· ] NOT APPLICABLE ._ 
[ ] INCORR~CT/RESUB 

DUE 
DATE 

DATE 
RETURNED .. 

STATUS------------------------~~------------------

-.. ~ ' ~ ·. 

RESPONSE CODE ./ Y 
SEP .1 . 0 1998 /. . 

· RESPONSE DATE ----

199 



United States Environmental Protection Agency 
Washington, D.C. 20460 

Office of Prevention, Pesticides and Toxic Substances 
Office of Pesticide Programs 

Antimicrobial Division 

FAX Number (703) 308-6467 

FACSIMILE REQUEST/COVER SHEET 
(Please type or print clearly in black ink only) 

SEND FAX TO: J-:" Name: . '7' )c- SiJ,/;,OVJC 

• 

Offi~: __________________________________________________ _ 

FAX Phone No. ______ :fi._o_J_-_, __ 9.> __ -.;.../""""Z}~0-9;....._ ________ _ 

Offi~PhoneNo. __________________________________________ __ 

FROM: · ~ 1 
Na~:----------~~-o.-~~~02--;~5-~--~-------------------

Offi~PhoneNo. __________________________________________ ..,_ 

Office Room No.--------------------------------

Mail Code:--- Time: __ _ 

Uo· 



U.S. ENV!RONMENTAL PROTEcnON AGENCY 
Office of Pesticide Pro8J811U 

Regi!lnllion Division (H750SC) 

"M" St., s. w. 

NOTICE OF PESTICIDE: 
.1L Registration 
_ Reregistration 

(~r FIFRA. as tunended) 

Name and Address of Registrant ( inelude ZIP Code): 

Alphen, htc. 
Division of Dynachem 
P.O. Box 19, Maple Grove Road 
Georgetown, IL 61846 

401 

WashingtOn, D.C. 20460 

EPA Res. Number: 
Dnle of Wi.tance: 

69268-2 
S£P 1 0 1998 

Tenn oflssuance: 

CONDITIONAL 

Nome or Pesticide Product: 

H20RANG~ 
CONCENTRATE 117 

~~~~~;~~il~;~~~4~~-~~~~~:~~~~~~~l~i!k~~~r~~ti~i 
On the lmsis of information furnished by cltc regi.nranl, the abo\-c named pesticide i.s hereby n:~5!Cred under cltc FedcntJ lnsccticidc, fungicide 1111d 
Ro<knticide ACI. 

Registration is in no ·way to be construed as an endorsement or recommendation of this produet by the Aga~q. In order to protect health and the environment. the . 
Administnltor, on his motion. may :u any time Sll!pend or cancel the n:gistn!lion of a pesticide in accordiiDCe With the Act The acceptance of any narrie in connec;tion 
\\ith tlte registmion of a pl'l!dua under this Act is not to be construed as giving the registrant a right to excluzive LISC of the name or to its usc if it h:u been oovctcd by 
others. 

This product is conditionally registered in accordance with FlFRA sec. 3(c)(7)(A) provided 
that you: 

1. Submit and/or cite aJJ data required for registration of your product under FIF.RA sec. 
3(c)(5) when the Agency requires all registrants of similar products to submit such data; and submit 
acceptable responses required for reregistration ofyour product under FIFRA section 4. 

2. Add the phrase EPA Registration Number "EPA Reg. No. "69268-2". 

Sigruuure of Approving Official: 

Marshall Swindell t/J/1 fl. ~~ / 
Product~anager33 ;rr~~~~ 
Regulatory Management Branch 1 
Antimicrobial Division (751 OW) 

EPA Form 857(1.6 

SEP 1 0 1998 

~.()( 



~-----------·--- -·-

' ..... ll> .• 

page2 
EPA Reg. No. 69268-2 

3. This conditional registration will expire automatically in exactly 12 months (365 calendar 
days) from the date stamped on this Notice of Pesticide Registration unless you meet the condition 
stated below. If you fail to satisfy this condition imposed in the registration, EPA may issue a Notice 
To Cancel under section 6( e) of FIFRA. 

You must submit three copies of: (a) raw data from all the efficacy studies that were 
submitted for review, and (b) characterization data (identity, strength, purity, and 
composition of test substances for Jot numbers 97199,97220, 97227, 168, 181, 97168, 
~7181, 10003, 10004, 10053, and 10054). IfEPA verifies and accepts (within the 12 month 
time restriction) that the efficacy data were developed at the proper concentrations, then a 
conditional registration can be issued without the 12 month time limitation. 

4. Increase the type size of the Signal Word "DANGER" to conform to the latest edition of 
the EPA Label Review Manual. 

5. Move the "Statement of Practical Treatment" boldfaced heading so that it is flush left, and 
just before "In case of CONTACT with product concentrate". 

6. Submit two copies of the revised final printed label for the record. 

If these conditions ar~ not complied With, the registration will be subject to cancellation in 
accordance with FIFRA sec. 6(e). Your release for shipment ofthe product constitutes acceptance 
ofthese conditions. 

A stamped copy of the label is enclosed for your records. 

If you have any questions concerning this letter, please contact Tony Kish at (703) 308-9443. 

Enclosure 

Sincerely, 

~~ 
Product~anager33 
Regulatory Management Branch 1 
Antimicrobial Division (751 OW) 



., 

FRONT PANEL - ALPHEN 117 MASTER LABEL 09-08-98 

(logo} 

H20RANGE2 CONCENTRATE 117 
OXIDIZING MUL Tl PURPOSE 1-STEP CLEANER, DEGREASER & SANITIZER (NON­

FOOD CONTACT SURFACES), VIRUCIDE & DEODORIZER FOR HARD, NON­
POROUS SURFACES 

ACTIVE INGREDIENT 
Hydrogen peroxide 

OTHER INGREDIENTS 

TOTAL 

3.95% 

96.05% 

100.00% 

KEEP OUT OF REACH OF CHILDREN 

DANGER 

PRECAUTIONARY STATEMENTS 

SEE LEFT LABEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS 

EPA Reg. No. 069268-
EPA Est. No. 069268-IL-001 

NET CONTENTS: 1 gallon 

ALPHEN, INC. 
MAPLE GROVE ROAD 

GEORGETOWN, IL 61846 

ACCEPTED 
. with COMMENTS 
m EPA Letter Dated: 

Sfp 1 o 1998 
Under the Federal Insecticide 
FUngicide, and Rcde:aicidc A~t as 
am~nded, for the pesticide, 
registered under EPA Reg. No. 

& 7£6 5"-cL 
NET WEIGHT: 

This product is not to be used as a tenninal sterilanVdisinfectant on any surface or instrument that (1) is introduced directly into the human 
body, either into or in contact with the bloodstream or normally sterile areas of the body, or (2) contacts intact mucous membranes, but 
which does not ordinarily penetrate the blood barrier or otherwise enter normally sterile areas of the body. This product may be used to 
preclean or decontaminate critical or semi-critical medical devices prior to sterilization or high level disinfection. 



... 

LEFT PANEL· ALPHEN 112 MASTER LABEL 09-08-98 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMAN AND DOMESTIC ANIMALS 

Statement of Practical Treatment 

Danger. Undiluted product concentrate may cause severe eye damage. Do not get in eyes, on skin or 
clothing. Wear safety glasses or other eye protection and rubber gloves when handling concentrate. Avoid 
contamination of food. Wash thoroughly with soap and water after handling. Remove contaminated clothing 
and wash clothing before reuse. 

After product is diluted in accordance with directions for use, safety glasses or other eye protection 
are not required. Product, after dilution according to directions, is non-irritating. . 

In case of CONTACT with product concentrate . 
If in eyes: Flush immediately flush with cold water. Remove contact lenses. Continue flushing for 15 
minutes, holding eyelids apart. Get prompt medical attention. 
If on skin: Immediately wash with plenty of soap and water. Get medical attention. 
If swallowed: Promptly drink large quantity of water. Avoid alcohol. Do not induce vomiting. Never give 
anything by mouth to an unconsious person. 

STORAGE AND DISPOSAL 

IN CASE OF SPILL: Clean up immediately. Place leaking container in well ventilated area. To clean up spill, 
flush area with large quantity of water. Avoid run-off into storm sewers and ditches leading to natural 
waterways. 

STORAGE: Do not contaminate water, food, and or feed by storage. Avoid freezing conditions. Avoid high 
temperatures. Do not exceed storage temperatures of 95°F. Best storage temperatures are between 35°F 
and 85°F. Overheating in storage may result in increased degradation of product, which will decrease product 
effectiveness. Keep concentrate away from incompatible materials. 

PESTICIDE DISPOSAL: Do not contaminate water, food or feed by disposal. Wastes resulting from the use 
of this product may be disposed of on site or at an approved waste disposal facility. 

CONTAINER DISPOSAL: Completely empty container. Do not reuse empty containers. Leave empty plastic 
bag in original box and discard in trash, sanitary landfill or by incineration. or if allowed by State and Local 
Authorities, by burning. If burned stay out of smoke. 

ACCEPTED 
with COMMENTS 

in EPA Letter Dated: 

SfP 1 0 1998 
Under the Federal Insecticide, 
fUngicide, and Rodenticide Act as 
amended, for the pesticide, 
registered Wlder EPA Reg. No. 

b tfrL~?-..z. 



BACK PANEL -ALPHEN 117 MASTER LABEL 09-08-98 

DIRECTIONS FOR USE 
It is violation of Federal law to use this product in a manner inconsistent with its labeling. 

Alphen 117, when used as directed as a sanitizer, kills 99.99% or more of the following: Staphylococcus 
aureus, Salmonella choleraesuis, Klebsiella pneumoniae, Pseudomonas aeruinosa, Streptococcus faecalis, 
and Escherichia coli. When used as directed as a virucide, Alphen 117 kills the following viruses in 5 minutes 
or less at room temperature (20+/-1°C): Herpes simplex virus Type 2, Influenza A:/Japan, and HIV-1 (Human 
Immunodeficiency Virus). To insure that all bacterial and viral agents are killed as stated, use 10 oz. of 
product concentrate per gallon of water. 

To use as a sanitizer and virucide on inanimate, hard, non-porous surfaces: Add 10 ounces of product 
concentrate per gallon of water. APply solution liberally to pre-cleaned nard surtaces, with a spray bottle, pump 
up pressure sprayer, cloth, sponge or mop. Allow surface to remain wet for 5 minutes, then, either allow to 
air dry or wipe dry to remove excess liquid. Heavily soiled surfaces should be pre-cleaned with the same 
solution. Replace solution daily. 

To use as a sanitizer and virucide in bathrooms: Add 10 oz. of product concentrate per gallon of water 
tor smks, faucets, counters, unnals, toilets and all hand contact surfaces as well as walls, stalls and floors 
where urine and soils build up. Replace solution daily. 

HIV: To kill HIV in 5 minutes at room temperature (20-25° C) on precleaned environmental surfaces/objects 
prevrously soiled with blood/body fluids at a concentration of 1 oz I gallon (1 part of Alphen 117 to 127 parts 
of water). For use in health care settings or other settings in which there is an expected likelihood of soiling 
of inanimate surface/objects with blood or body fluids, and in which the surfaces/objects likely to be soiled with 
blood or body fluids can be associated with the potential for transmission of human immunodeficiency virus 
Type I (HIV-1 Associated with AIDS). 

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HIV-1 (HUMAN 
IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES/OBJECTS SOILED WITH BLOOD/BODY 
FLUIDS: 
Personal Protection: Wear appropriate barrier protection such as latex gloves, gowns, masks or eye cover­
ings. Cleaning Procedure: Blood and other body fluids must be thoroughly cleaned form surfaces and objects 
before application of diluted product using the Heavy or Super Duty Cleaning Solution. 
Contact time: While the HIV-1 virus is inactivated in 5 minutes, at use concentration of 1 oz 1 gallon, with both 
organic load and when diluted in hard water (up to 400 ppm hardness), use the recommended contact time 
for sanitization and virucidal activity as given on this label. 
Infectious Materials Disposal: Cleaning materials that may contain blood and other body fluids should be 
disposed of by autoclaving or as directed by the facility safety officier. 

ACCEPTED 
with COivlMENTS 

in EPA Letter Dated: 

SEP 1 0 !Sa 
Under the Federal Insecticide, 
fungicide, and Rodenticide Act as 
amended, for the pesticide, 
registered Wlder EPA Reg. No. 

? ? tfl-~ r-~ 

·z / ~(1) 



RIGHT PANEL- ALPHEN 117 MASTER LABEL 

CLEANING SOLUTION DILUTIONS & APPLICATIONS 
(Dilute with Alphen's Dispensing System Only) 

LIGHT DUTY (1 Oz I gai)GREEN (bottle or label) 
Streak free wrndow, mirror and stainless steel cleaning 
General floor cleaner for mopping & auto scrubbers 
Bonnet cleaning solution for carpets 
Light wipe down cleaner 

GENERAL PURPOSE (2 Oz I gal) BLUE (bottle or label) 
General wrpe down cleaner 
Mopping solution for Bathroom and Kitchen floors 
General carpet spot remover 

09-{)8-98 

HEAVY DUTY (10 Oz I gal) RED (bottle or label) 
Bathroom, shower room, tile & grout cleaner 
Urine and garbage odor eliminator 
Pre-spray for carpet extraction 
General degreaser 
Heavy soil wipe down cleaner 
Heavy carpet spot remover 
Cleans Mold & mildew 

SUPER DUTY (2448 Oz I gal) PURPLE (batHe or Iabeil 
Renovation of tile & grout surfaces 
Difficult urine & garbage odor destruction 
Scuff marks and stubborn stains 
Cleans heavy mold & mildew 

1-Step Cleaning and Sanitizing: Using the appropriate cleaning solution for the type of surface to be treated, 
thorouhly clean the surface, allow to air dry. If needed use additional solution. Replace solution daily. 

Deodorizing 
For general deodorizing, use 2 part Alphen 117 to 126 parts water (2 oz I gallon). Apply to hard, non-porous surfaces 
to eliminate generally offensive odors. For effective, high level, deodorizing, use 10 parts Alphen 117 to 118 (10 oz 
I gallon) parts water. Apply to hard, non -porous surface thoroughly to eliminate odors due to spillage from post­
colostomy, post-ileostomy dressing and bag changes, and other spills such as urine or fecal matter; smoke or soot 
deposits, industrial plant processes, mildew and mold, and surfaces in musty closets. 

ACCEPTED 
with COMMENTS 

in EPA Letter Dated: 

SEP 1 0 1998 

Under the Federai L'\Secticide, 
FUngicide, and Rodenticide Act as 
amended, for the pesticide, 
registered under EPA Reg. No. 

to ? a.. t:. r- .:z.._. 



EFFICACY AND SCJENCE SUPPORT BRANCH 

EFFICACY REVIEW - I 

· ANTIMICROBIAL .DIVISION 

IN ______ o~6~/~1~6~/~9~a~--- OUT ____ ~o~a~/~2ulul~9~8~--

S .?.r) ~ \/ CL~.;_ 

- Reviewed by Sriniyas Gowda 

EPA Reg. No. File Symbol or 

LAN Code 

EPA Petition or EUP No. 

Date Division Received 05-20-98 

Type Product __________________ ~N~o~n~-~F~o~o~d~c~onut~a~c~t~s~u~ruf~a~c~e~s~a~nui~t~i~z~e~r 

MRID No (s) ____________ ~4~4~5~3u2u0~-~0~2~.~4~4~5~3-2~0~-0~3~.~a~n~d~4~4~5u6u0ul~-~Oul~----

Product'Manager ________________ ~P~M~3~1~(~M~Sw~in~d~e~l~l~)L--------------

PM Team Reviewer ________________ ~T~own~~~K*i~suh ____________________ __ 

Product Name. ___ ...uH20EANGE2 SUPER CQNCENTRATE 112 

Company Name ____________________ ~AL~f~HE~N~·-AIN~c~·-------------------

Submission Purpose ------------~N~e~w~A~g~g~l~i~c~a~t~i~on~---------------

Type Formulation ________________ ~Lui~g~u~i~d~-----------------------

Active Ingredient Cal : % 

Hydrogen peroxide .......... , ................................................................................................... 7.95 



--

EFFICACY AND SCIENCE SUPPORT BRANCH 

EFFICACY REVIEW - II 

ANTIMICROBIAL DIVISION 

EPA Reg. No. or File Symbol __ --~6~9~2~6~8~-~R~-------------------------
LAN Code __________________________________________________________ _ 

EPA Petition or EUP No·----------~~~---------------------------

Date Division Received __________ ·~o~5~-~2~o~-~9u8L-______________________ _ 

Typ_e Product Non-Food Contact Surface Sanitizer 

MRID No (s) 445320-02. 445320-03. and ~45601-01 

Product Manager PM 31 (MSwindell} 

PM Team Reviewer Tony Kish 

Product Name ------~H20RANGE2 SUPER CONCENTRATE 112 

Company Name ALPHEN. INC. 



202.0 Recommendations 

202.1 Efficacy Supported by the Data: 

The submitted data by the Modified EPA's Sanitizer Test Method appear adequate 
to support effectiveness of the product as a non-food contact surface sanitizer against 
Salmonella choleraesuis ATCC_l0708, Staphylococcus &!IM ATCC 6538, Pseudomonas 
aeruginosa ATCC 15442, Klebsiella pneumoniae ATCC 4352, Escherichia gill ATCC 
25922, and ·streptococcus faecalis 19433 and when used at a concentration of 1450 ppm 
hydrogen peroxide on precleaned, hard, non-porous surfaces for a contact time of 5 minutes 
at room temperature. However, the final acceptance is pending upon the submission of 
additional information/data as indic~ted under 202.2. 

· Also, the submitted data by the EPA's Virucidal Test Method appear adequate to 
support effeCtiveness of th~ product as-a virucide against my -1 (AIDS virus) when tested at 
2. 710 g. concentrate + 997.3 g of 415.6 ppm synthetic hard water and 2. 778 g. concentrate 
+ 997.2 g of 415.6 ppm synthetic hard water dilutio'ns on hard, rion-porous surfaces in the 
presence of 5% blo9d seruin for a contact time of 5 minutes at 2-i°C. However, tli.e final 
acceptance is pending upon the submission of additional information/data as indicated under 
202.2. 

Also, the submitted data by the EPA's Virucidal Test Method appear· adequate to 
support effectiveness· of the product as a virucide against Herpes simplex virus Type II 
ATCC VR-734 and Influenza A2 /Japan/305/57,ATCC VR-100 when tested at a 
concentniti-on of 500 ppm hydrogen peroxide (13.889 ml. product + 986.111' rnl. sterile 
deionized water) on precleaned,- hard, non-porous surfaces for a contact time of 5 minutes 
at 20°C. However: the final acceptance is pending upon the submission of additional 
information/data as indicated under 202.2. · 

202.2 Additional Data/Information Required to Support Efficacy: 

a. Submit raw data of all three studies. 

b. Submit characterization data (identity, strength, purity, and composition of test 
substances, lot numbers 97199, 97220, 97227, 168, 181, 97168, 97181, 10003, 
10004, 10053, and 10054) to verify if the efficacy data were developed at the proper 
concentrations. 

203.0 Labeling: 

The proposed product name "H20EANGE2 SUPER CONCENTRATE 112" is not 
acceptable. Propose another name. 

On the Front Panel: 



e· 

e. 

a. delete " ... I-STEP CLEANER. .. " because the sanitizing data were not developed 
in the presence of 5% blood serum to support one-step sanitizing claim. · 

b. "Virucide" claim must be keyed by a symbol to the paragraph listing the tested 
viruses. Therefore, change " ... Vffi.UCIDE ... " to " ... VIRUCIDE* ... ". 

c. Change " ... HARD SURFACES ... " to read " ... HARD NON-POROUS 
SURF ACES ... " 

On the Right Panel change "1-Step Cleaning and Sanitizing:" to read "For Cleaning 
and Sanitizing:", and change " ... thoroughly clean the surface, allow to air dry" to read 
' ... thoroughly clean the surface, then apply same solution to the surface to sanitize, allow to 
remain wet for 5 minutes and air dry." 

On the Back Panel change " ... kills 99.99 ... " to read " ... kills 99.9% ... " 

On the Back Panel change " ... Herpes 2 ... " to r~d " ... Herpes simples Type~ ... " 



-·--·-··------·----·----------------------- ----·------- --- ------· -----·--

SHALDRA, INC. 
4327 REELS MILL RD • FREDERICK, MD 21704-7759 

Tony Kish 
Registration Specialist 

(301) 695-1200 FAX: (301) 695-1409 

Antimicrobial Program Division (7510W) 
US Environmental Protection Agency 
Crystal Mall2, Room 266A 
1921 Jefferson Davis Hwy 
Arlington, VA 22202 

09-09-1998 

Re:Application for Pesticide Registration: 

Dear Mr. Kish: 

H20range2 Concentrate 117 
EPA File Symbol: 69268-E 
Response to EPA verbal request of 09-08-98 for labels 
OPP ID # 233334 

As requested in our discussion regarding the Master Label for the above referenced product, we are providing 
the following: 
1. Transmittal letter. 
2. Application for Pesticide Registration Form (OPP ID #233334). 
3. Five (5) copies of the Master Label corrected in accordance with your instructions. 

Please let me know directly, if you have additional questions or changes regarding this product. The Sponsor 
greatly appreciates your assistance with this project. 

I would appreciate it if you would call me as soon as possible regarding the status of this product so that 1 can 
pick up the registration letter as quickly as possible. 

Thank you for your assistance with this Application. 

~p,ce,ly ~/j"p A I} 
~~() 
Kyle H. Sibinovic, Ph.D. 
Agent for Alphen, Inc. 

Zt( 
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5. Name and Address ~f·Applicant rincludo.Zif~Cod~} 
- Alphen, lnc .•. a .oiv. of D:/nachemv;::;1_ r 

., - .. ~' . ..:. ;'\... ... :--·. -
Maple·.G.rove-Road . .._ __ · ,'·.- -:' •. :f: •'> 
Georgetowrr, · IL. 61846," _A, : _;·. 

~" ~ 

. . 't . -. ) D Check if this_ j~ ·a: n.iw ·eddt:e~ 

2. Sigfl:awre 

-;,; :·'.: ... ~!-~~-~~--:;::;:. -:: 



iesponse,:··' in<~u.diru•··tin.,a· 
rovi!'w.ing: tho gollo~tion .~f :inJ()~m!!_li_()!': :-S 
suggestions .for ·re~ucing this:burden, to C!llef, · · . . . 
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. SUBJECT: PRODUCT. CHEMISTRY REVIEW - .Antimicrobials Division 
DP B~rcode Reg. No. or File Symbol fe9:26fl-E 
Manufacturing-Use ( ) OR End-Use Product [vf 

ro: fl!&.l?dd( S6.1/11~ ~~ tc:...:.SL_ 
PM Team No. 33 . 

·FROM: Anna Skapars, Chemist 
Efficacy and Science Support Branch 

THRU: Michelle Wingfield, Acting Chief 
Efficacy and Science support Branch 

SUMMARY OF INFORMATION REVIEWED AND FINDINGS 

*Inert ingredient information may be entitled to confidential treatment*
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CHEMICAL NA1\4E/PESTICIDE CHEI\4ICAL CODE (PCC) 

REQUEST FOMf 

PI~· c:··.:.~);t',fM_:qfi~~;:e£!§:F.rRJ!f:tf;: I CU: 2'&-e>3¥1 
~-·-·· ----~ 

REQUESTOR NAME: ·finn a_ Skaf?Cll$ REQUEST DATE:.!lJ!!J!lS' 
TEL:(_)30S-&..3.??6 ORC.:. ___________ ROOM: __ Mo\Il.. CODE: ___ _ 

(PIV./U./SlC.I 

CSF A YfACBED: 
(B'YES If CSF is attached complete Item A aod tbe chemical name in Item B. 
0 NO If CSF is not attached complete Items A through C. 

A. INFORMATION REQUIRED: 
V'~ Appll..olo Colfi..., 
0 _rrovide PCC and Tol~raoce Exemption Status For Food-Use Inert lngrtdieol(s) 
GQProvide PCC for Non-Food Use Inert Ingredient (s) . 
0 Provide PCC Cor Active Io~dieat(s) 
0 Provide PCC for Dye 
0 Deterwine if Frngrnnce is Acceptable for Use in Formulation 

B. INGREDIENT INFORMATION: 

0 Other (Descri~): _____ --

. ?t~t~~. ~·:· --
.J!!:!I!.m:• .... -.:-:···.:::.. ... . Ingredient No. 2: Ingredient No. 1: 

Cbem. Name: 

Tnde Name: 
CAS Reg. No.: 

lngrediut No. J: Ingredient No. 4: 

Chem. Name: Cbem. Name: 

l"r1!de Name: Tnade Name: 
CAS Reg. No.: CAS Reg. No.: 

C. PESTICIDE PRODUCI' INFORMATION: 

EPA Reg. NoJFile Symbol: U,9;Jt;;,g-£ ProductName· fltJ, 0~ ~A.. CJrn~Q]t. i/7 
R~:gistraat: B.eg..4..taz_/ . f'J6d.tfsc Pestilck:O YES. ii2fNO 
Per-c-col in Forml.llatioa (For Fragranc-e/Dyes only): -----

P<::C: 
TOL. s-r 
OTB:ER INF.: 

.. · •.. · . 

. . : 

*Inert ingredient inform
ation m

ay be entitled to confidential treatm
ent*
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Alphen, Inc:.. . , 
-- - -- · .. - - -~=:_~·.:::;.·-

A .Divisii:m ofJ)}Iti"<i.Ch~in ~ _ ·- ~-_ --- _ - -
-_· fJ.o. -sox 19. --Maple-Gr:cw.tiRoad -· --·-~-__ :.:-::.z_- . -:-~ 

Georgetown.~-JL6'fB4tf: .-. -- · -:-.·-~ ·7=~ =-=- ·· · 
. (217) 662~2130 ': -. . . - . - . 

-- - -- . - : -

FAX: (2.17) 662-2~68 
-. 

-: -. ; . . ·-

VOLUME 1 . 

" .. S"T~.Qj' TITLE: ~ROD.UCT CHEMISTRY- H20raf!ge2 -Co_n~eA!r~~117 ~An Qxidizing Multipurpose. 1-
.· SJep Cleane;, Degreaser, Sanitizer (Non-Fooq Cont~t-Suifac_es; Virucide, & Deodorizer for Hard 

- - ' , surfaces.: -.- .- '- · · ,. . -

TEST ARTICLE: H20range2 CpnceotrQte. 117 

Revised .Sect!ans per 6PA letter 07-22-98 only, ~ections 6) ~~;·alld· 63.~ 17 

DATA REQUIREMENTS: 40 CFR 158 GUIDELINES 

AUTHOR: KYLE H. SIBINOVIC, Ph.D., SHALDRA, INC., for Alphen, Inc. 

LABORATORY PROJECT#: Alphen-98-PC-02 

SUBMITIED TO: 
Alphen, Inc., a Div. Of DynaChem 
P.O. Box 19- Maple Grove Road 
<?eor_getown. IL 61846 

• 7• 

:Attn::.Patr:c;;k Stewart 

. . . . - . 
-~·-·· .-.·--.--: .. -- -: -_:_ :..._· .. 

-- .-· -- . ·.: 

. -· .. 

:-- - ·--- . 

.-' J.!) .!1 f 
·Date 

SUBMITTED BY: 
Shaldra. Inc. 
4327 Reels Mill Road 
Fre~eric_k,_MD 21704-7759 

.and.·· · 
·. · · Alph.eii:!nc~;·a -Div: Of dynaChem 

- ·P.O. Bmd9_: Maple ~rov~ Road 
Georgero'wn, IL 61846· 

:. ---- . - ·- . - .-

·. ·.· ... 
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Page is not included in this copy. 

PagesZ-/1 through ZtCJ are not included in this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product impurities. 

Description of the. product manufacturing process·. 

Description of quality control. procedures. 

Identity of th~ source of product ingredients. 

Sales or other commercial/financial information. 

A draft product label. · 

The product confidential statement of formula. 

__ ~mation about a pending registration action. 

--~~~IFRA registration data. 

The document is a duplicate of page(s) 

-The document is not responsive to the request. 

______ .Internal deliberative information. 

Attorney-Client work product. 

Claimed Confidential by submitter upon submission to the 
Agency. 

The information not included is generally considered confidential 
by produ·ct registrants. If you have any questions, please 
contact the individual who prepared the response to your request. 
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FRONT PANEL- ALPHEN 117 MASTER LABEL 03-25-98 

(logo) 

H20RANGE2 CONCENTRATE 117 
OXIDIZING MUL Tl PURPOSE 1-STEP CLEANER, DEGREASER & SANITIZER (NON­
FOOD CONTACT SURFACES}, VIRUCIDE & DEODORIZER FOR HARD SURFACES 

ACTIVE INGREDIENTS 
Hydrogen peroxide 

OTHER INGREDIENTS 

TOTAL 

3.95% 

96.05% 

100.00% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

PRECAUTIONARY STATEMENTS 

SEE LEFT LABEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS 

EPA Reg. No. 069268-
EPA Est. No. 069268-IL-001 

NET CONTENTS: 1 gallon 

ALPHEN, INC. 
MAPLE GROVE ROAD 

GEORGETOWN, IL 61846 

NET WEIGHT: 

••• • 
This product is not to be used as a terminal sterilanl/disinfectant on any surface or instrument that (1) is introduced directly into the ~.nan 
body, either into or in contact with the bloodstream or normally sterile areas of the body, or (2) contacts inlacJ P'lllW~S membranes. but 
which does not ordinarily penetrate the blood barrier or otherwise enter normally sterile areas of the body. This p~dsct may be used to 
preclean or decontaminate critical or semi-critical medical devices prior to sterilization or high level disinfe~tion. • • • • : 

•••••• • ••• • • •• • ••• • • ••••• • ••• • • ••••• • . .. 
• • • •••• 
•• • • • • •• 0 
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LEFT PANEL- ALPHEN 112 MASTER LABEL 03-25-98 

PRECAUTIONARY STATEMENTS 

CAUTION 
HAZARDS TO HUMAN AND DOMESTIC ANIMALS 

KEEP 00 I OF REACH OF CHILDREN 

STATEMENT OF PRACTICAL TREATMENT 

In case of CONTACT, Concentrate causes moderate eye irritation, immediately flush eyes or skin with plenty 
of water for at least 15 minutes. For eyes, call a physician if irritation persists. Remove and wash 
contaminated clothing before reuse. Product, after dilution according to directions, is non-irritating. 
If SWALLOWED, Drink promptly large quantity water. Call a physician immediately, if large amount ingested. 

Caution. Concentrate may cause eye irritation. Do not get in eyes. Wear safety glasses or other eye 
protection when handling. Avoid contamination of food. Wash thoroughly after handling. (After product is 
diluted in accordance with directions for use, safety glasses or other eye protection are not required.) 

IN CASE OF SPILL: Clean up immediately. Place leaking container in well ventilated area. To clean up spill, 
flush area with large quantity of water. Avoid run-off into storm sewers and ditches leading to natural 
waterways. 

STORAGE: Do not contaminate water, food, and or feed by storage. Avoid freezing conditions. Avoid high 
temperatures. Do not exceed storage temperatures of 95°F. Best storage temperatures are between 35°F 
and 85°F. Overheating in storage may result in increased degradation of product, which will decrease product 
effectiveness. KeeQconcentrate away from incompatible materials. 

PESTICIDE DISPOSAL: Do not contaminate water, food or feed by disposal. Wastes fresulting from the use j 
of this product may be disposed of on site or at an approved waste disposal facility. 

CONTAINER DISPOSAL: Completely empty container. Do not reuse empty containers. Leave plastic bag 
in original box discard in trash, sanitary landfill or by incineration, or if allowed by State and Local Authorities, 
b_y burning. If burned stay out of smoke. 

•••••• 
0 •• 

• • 
•••••• • • •• 
••••• • • ••••• 

••• • 0 • 

•• 
• 

• 0 
• 0 • 

•• •• 
•••• 

• 0 

•••• 
• 

• •• 
• • 0 

•••• 
• • • • • 0 

••• 



BACK PANEL- ALPHEN 117 MASTER LABEL 03-25-98 

DIRECTIONS FOR USE 
It is violation of Federal law to use this product in a manner inconsistent with its labeling. 

Alphen 117, when used as directed as a sanitizer, kills 99.99% or more of the following: Staphylococcus 
aureus. Salmonella choleraesuis, Klebsiella pneumoniae, Pseudomonas aeruinosa, streptococcus faecalis, 
and Escherichia coli. When used as directed as a virucide, Alphen 117 kills the following viruses in 5 minutes 
at room temperature (20+/-1°C): Herpes 2 and Influenza A;/Japan. HIV-1 (Human Immunodeficiency Virus). 
is killed at a concentration of 1 oz per gallon (1 part of product plus 127 parts of water) in 5 minutes at room 
temperature. However, to insure that all bacterial and viral agents are killed as stated, the higher 
concentration of active (1 0 oz/gallon) should be used. 

To use as a sanitizer and virucide on inanimate, hard, non-porous surfaces: Add 10 ounces of this 
product per gallon of de1omzed water. Apply soluuon liberally to pre-cleaned hard surfaces, with a spray bottle, 
pump up pressure sprayer, cloth, sponge or mop. Allow surface to remain wet for 5 minutes, then, either allow 
to air dry or wipe dry to remove excess liquid. Heavily soiled surfaces should be pre-cleaned with the same 
solution, then, treated for sanitizer or virucidal effect. 

To use as a sanitizer and virucide in bathrooms: Use above.procedure on sinks, faucets, counters. 
unnals, toilets and all nand contact surfaces as well as walls, stalls and floors where urine and soils build up. 

HIV-1: Kills HIV-1 (Humen immunodeficiency viurs) on precleaned environmental surfaces/objects previously 
soiled with blood/body fluids at a concentration of 1 oz I gallon {1 part of Alphen 117 to 127 parts of water). 
in 5 minutes at room temperature (20 • 25·C) i~or other settings in which there is an 
expected likelihood of soiling of inanimate su.face/objects with blood or body fluids, and in which the 
surfaces/objects likely to be soiled with blood or body fluids can be associated with the potential for 
transmission of human immunodeficiency virus Type I (HIV-1) (Associated with AIDS). 

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMI~ATION AGAINST HIV-1 (HUMAN 
IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES/OBJE_CTS SOILED WITH BLOOD/BODY 
FLUIDS: Personal Protection: Wear appropriate barrier protection such as. latex gloves, gowns, masks or eye 
coverings. Cleaning Procedure: Blood and other body fluids must be thoroughly cleaned form surfaces and 
objects before application of diluted product using the Heavy or Super Duty Cleaning Solution. Contact time: 
While the HIV-1 virus is inactivated in 5 minutes, at use concentration of 1 oz I gallon, with both organic load 
and when diluted in hard water (up to 400 ppm hardness), use the recommended contact time for sanitization 
and virucidal activity as given on this label. Infectious Materials Disposal: Cleaning materials that may contain 
blood and other body fluids should be disposed of by autoclaving or as directed by the facility safety officier. 

•••••• • • • 0 • 

•••••• • • •• 
••••• • • ••••• 

••• • • • •• 
• 

• • • • • •• •• 
•••• • • •••• 

• 
• •• • • 0 

•••• 
•• • 

• • 0 

••• 



RIGHT PANEL- ALPHEN 117 MASTER LABEL 

CLEANING SOLUTION DILUTIONS & APPLICATIONS 
(Dilute manually with satellite measuring bottle) 

LIGHT DUTY (1 Oz I gallon )GREEN 
Streak free wrndow, mirror and stainless steel cleaning 
General floor cleaner for mopping & auto scrubbers 
Bonnet cleaning solution for carpets 
Light wipe down cleaner 

GENERAL PURPOSE (2 Oz I gallon ) BLUE 
General w1pe down cleaner 
Mopping solution for Bathroom and Kitchen floors 
General carpet spot remover 

03-25-98 

HEAVY DUTY (10 Oz I gallon) RED 
Bathroom, shower room, tile & grout cleaner 
Urine and garbage odor eliminator 
Pre-spray for carpet extraction 
General degreaser 
Heavy soil wipe down cleaner 
Heavy carpet spot remover 
Cleans Mold & mildew 

SUPER DUTY (24-48 Oz I gallon) PURPLE 
Renovation of tile & grout surfaces 
Difficult urine & garbage odor destruction 
Scuff marks and stubborn stains 
Cleans heavy mold & mildew 

1-5tep Cleaning and Sanitizing: Using the appropriate cleaning solution for the type of surface to be treated, 
thorouhly clean the surface, allow to air dry. If needed use additional solution. 

Deodorizing 
For general deodorizing, use 2 part Alphen 117 to 126 parts water (2 oz I gallon). Apply to hard, non-porous 
surfaces to eliminate generally offensive odors. For effective, high level, deodorizing, use 10 parts Alphen 
117 to 118 (10 oz I gallon) parts water. Apply to hard, non -porous surface thoroughly to eliminate odors due 
to spillage from post-colostomy, post-ileostomy dressing and bag changes, and other spills such as urine or 
fecal matter; smoke or soot deposits, industrial plant processes, mildew and mold, and surfaces in musty 
closets. 

•••••• • • • • • 
•••••• • • •• 
•• •• • • • • • • • • • 

••• • • • •• 
• 

• 0 
• • 0 

•• eo 

•••• 
• 0 

•••• 
• 

• •• • • • •••• 
•• • • • • •• • 
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UNITED STATES ENVIRONMENTAL PROTECTION-AGENCY 
_ _ ~_401 ~- Str.8~t, s:MJ:.-:._. ~ :-: __ . _ · 

__ 1JYASHINGl_QN·,-o.e.-20_§~r--=-=---- -· · 
. . - - - -:- - - . --=-- - -

OM3 

..: 

P~~,(~e<t~~~~~~~ -The pub6c repo~ing burden i_~ ~~~ c~Jr~cfion. ~r ;;.,o-;;nau® Is fo aV:erase 1.25 1\ours-: P&r resPolis~- tc?r. re"g~!f<1~n 
and 0.25 hours per resjlonsl; for. reregistration_ and special review actlvitles, lncfUC!ing_time for readinglhs iilstriJctions and compleling·lhe n~saty forms. -send 
comments regardlng·btin:tep estimate or any other aspect of th~ collection of information, including ·suggestions for reducing the burden to: Director ·oPPE 
lflf~n M~nfri_[?ivisiori {213-ry, u.s, Environmental Protection Agenc:v. 40:1 _M ~-$.'fl.-_, WaShingion. DC 20469. . - _ ·' ,. · · : 
o'o riof Send the c:O~ripleted ~orm to this address. - . . . --- - . . . 

. - --:.. 
_qe_~iflcatlon-_with Resp~ct to pcita. ---- . 

AP.PlieanrsJRegistrant;s and Telephone Number 
Georgeto~m 11:. 

. . 61846 EP.A ~egistratlon Nui:nber/File Symbol 
692.68-E Ai hen, Inc·. ,Oiv.-·of hem, P.O. B6xl9-Maple Grove ~d- 301-695-1200· 

Active lngredient(s) and/or represent~~iv~ te_st-come~und(s) 
- - . . .. -. -.. . 

Date· 
- 07-29-.9-~ -- -------~--

Product Name. . · . 
H20range2 Concentrate 117 

NOTE: If your pr.oduC!- is a 100% repackaging of another purchased EPA_-registered product labele_ctfor all the same u_ses on your label, you do not nee9 to 
this form. Y.gu ~\J_St submit tl]e For1J1ulator's Exemption Statement (EPA Form 8570-27). 

1 am_respo~ing _io·a O~ta-C~II:ln·Notice. and have included with this form a list of comP.a~leS' s~nt offers of ~mpensation (the Data Matrix form should 
be used for this· purpose). · 

SECTION t: METHOD OF DATA SUPPORT (Check one method only) 

1 am using the cite-all method of support, and have included with this form 
a list of companies sent offers o~ compensation (the Data Matrix form 
should ba used for this purpose). 

D 
I am using the selective method of support (or cite-an option 
under the selective method), and have included with this fom1 a 
completed list of data requirements (the Data Matrix forrr. must be 
used). -

SECTION II: GENERAL OFFER TO PAY 

{Required if using the cite-all method or when using the cite-all option under U1e selective method to satisfy Ol!e or more data requirements) 

[2] 1 herebY. offer anc~ agree to pay compensation, to other persons. with regard to the approval of this application. lo the extent required by FIFRA. 

SECTION Ill: CERTIFICATION . 
) . 

I certify that _this applicaQon for regisll:ation, ·this _form for reregistration, or this Data-Call-In response is supported by_a·n dal_<l S[!bmitted or cited In the 
"l'~""'''uu• for regiS!rcllion;~the f~m) for rereglsti-atio'n;or the Data-Call-In response. In addition, if the cite-:afl op~on.or clte.-all optio'li·under the selective method is 

In Section I, this ·application !s supported.byatfdata in the Agency's files-thai (1) coneem the properties or effects of tliis prOduct or an identical or 
substantially similar product or one or more of the ingredients in this product: and (2) !s a type of dat;tlhat would be required to be-submitted under the C!ata 
requirements in effect on· the date of approval of .th-is application if the application sought the initial regisfration of a product of identical or similar compositio!' and 
uses. 

-,certify ihatfor e~ch_excl~lve yse study cited in support of lhls regtstration or rereglstr~liOll, j~at I am the.origiryal.data submitter or that 1 have obtained 
the written permission ofthe _original-data submitter to cite that study. . . . . 

. . -·- ·._ ·- . ··:-_. ·- . . 

I certify_ that fo~ e~ch study cited in support of this registration or reregistration that is not an }lxclusive use study, either: (a) I am the original data 
submitter. (b) I have obtained the permission of the anginal data submitter to.use the study in supP9rt of this application; (c) all periods of eligibility for 
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- ·- ._ · --- ·1_c_e~lfY that ttie s~tements):~ave ~C!~:thls.form·afld_all;_a!fac_hmentli__to Jt are-true; a·cc_urate •. an_!(c?fi1Pt.~.a~knowladge !hat·<lf"!Y . · -.- · 
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Typed or Printed Name and Tille. • • 
Kyle H: Sibin~~ic,---P~o •. Men_t --
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Paperwork RoducUon Act Nolle&: Tho public reporting burden (or lhls collodion or Information is estimated to average 0.25 hours per response for rcgistmlion activities an<t 
reregistration and special review actMIJes. Including time for reading the ins1tudlons and completing the necessary forms. Send comments regarding the burden estimate or en~ 
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SHALDRA, INC. 
4327 REELS MILL RD - FREDERICK, MD 21704-7759 

(301) 6'95-1200 FAX: (301) 695-1409 

Pam Hasty 
Registration Specialist 
Antimicrobial Program Division (7510W) 
US Environmental Protection Agency 
Crystal Mall 2, Room 266A 
1921 Jefferson Davis Hwy 
Arlington, VA 22202 .. Re:Application for Pesticide Registration: 

Dear Ms Hasty: 

H20range, Concentrate 117 
. _ _ EPA File Symbol: 69268-E 

·_ --. · -. ·:~--. ~esponse to EPA letter of 07-22-98 
_ · - =.·., , .bpP ID # 233313 

07-29-1998 

-- ··::.---=-
·- =.~- . ~ 

As suggested by Mr. Kish. this letter is dir~ted to you rather than Mr. Swindell as he is away and you ~re 
listed as the assigned contact person. ·!n respon~_e to that letter of 07-22-98 we are providing the following: 
1. Transmittal letter. · · 
2. Application for Pesticide Registration Fonn (OPP ID #233313). 
3. Copy of the CSF corrected to indicat~the proper name of the product and of 

as well as the verified pounds per gallon of this product. There are no other 
4. Required Certification with Respect.to Citation of Data using the riew form. 
5. Required data matrix using the new forms, since the active ingredient is from an unregistered source. 
6. Copy of letter from Patrick Stewart explaining the origins of the name of the products. 
7. Three copies of Volume 1 - Product Chemistry - H20range2 Concentrate 117 -An Oxidizing 

Multipurpose, 1-Step Cleaner, Degreaser, Sanitizer {Non~Food Contact Surfaces, Virucide, & 
Deodorizer for Hard Surfaces- Re'{ised Sections per EPA letter 07-22-98 only, Sections 61-3. aDd 
63-17. 

8. Five copies of the label with the name adjusted to be identical to ihe name of the product on the CSF. 

.assured b that they will send the needed data fo 
;_,.

 you by-The toxicology and efficacy MRIDs a
~e reviews completed under EPA File Symbol 69268..:R Mr. Tony Kish of your section is the 

Registration Specialist assigned the producfH~Orange2 Super Concentrate 112. 
+. ':· •• 

Please let me know directly if you have additional questions regarding this product. This is the second of ttie· 
peroxide products manufacture·d by Alphen, ·hie:, and.we have been working with the assistance of Dennis­
Edwards and Marshall Swindell to get them registered at this time as sanitizers, virucides as well as cleaners. 
Alphen is a very small company and is very anxious to have the registration of the products finalized by early 
August so that they can introduce them at the Fall meeting of the National group that sponsors these types 
of products. Any assistance that you can give us would be greatly appreciated. 

I would appreciate it if you would call me ·as soon as the Agency has completed review of this submission ~o 
that-, can arrange to pick up the response: Your·letter dated tlie 22nd of ·July took a week to travel:·to 
Frederick and the Sponsor would rather that time be spent on clearing up any problems. 

- . . ~ -:.· .:. --.- . - . -~ - . . . :. ~ ~-

Th_ank you for yo~r ~ssistance with this.Applrcatiqn.-
·-

. -. -

--. -· -- . 

- -= - -4. =-==.·· .- - --~~ -...:- -- - -.. __ _ 
- - .:;";-~ ~:~ :: .. - ... - ~-

.. "'··· ·-:._. - -. . ·, - . 

~---~~: ·.',_AJ~. -~ ~-='.-.:_± .. -.:.. ·~·.=-··.·:.....·_·.·.,,:,·.:·.!:.: •... ·._. ,'" _: ___ ·~-.· .. · ... ··, ~- ';.· : . • ... 
_ __.......,......-..........-_... --·- ·- : .... ~ y· •• ..;.v-_ ...... :.:.; . ..;_·,:.4··~ ·..; -~,.;:~.;._ · •....•. ""':'"_.~·: ... 

*Inert ingredient inform
ation m

ay be entitled to confidential treatm
ent*

*P
roduct ingredient source inform

ation m
ay be entitled to confidential treatm

ent*
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a"~J~ien 
Division of DynaChem, Inc. 

-- : . ·~.: --
-~ -_ --_; ~~ ··:.~~-:~--. 

' .. : 

·-

Tcr. __ ~Y!e ?i~inovic, Ph.D. 

From: ~a.trick Stewart 

Date: 07/28/98. 

Re: _HzQrang~ trade name 

We "coined this product name in earty 1997 and have been using it on our product labels, literature and 
trade advertising since that time. We have applied for trademark on both the name and the name with 
our logo . .To my knowledge we have never had any comment concerning confusion as a result of the 
product name. 

Thanks 
-------·-- .. 
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ALPHEN, INC. 

U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

P.O. BOX 19 
GEORGETOWN, IL 61846 

Report ot Analysis for Compliance with PR Notice 86-5 

Thank you for your. transmittal of 07/30/98. Our staff 

AUG 6 1998 

has completed a preliminary analysis of the material. The results are 
provided as follows: 

We are unable to accept your data submittal for further 
processing and review, because of the significant 
deficiencies noted below. It is being returned to you 
for correction. If deficiencies were found which apply 
to your overall submission, they are described 
immediately following this paragraph. If problems are 
found with individual studies, they are described below 
linked to the study identifier found on the enclosed 
copy of your bibliography. 

Rejected study [01] : 

* When data confidentiality is claimed under FIFRA 
Section 10 (d) (1) (A), (B), or (C), all confidential 
information must be excised from the body of the study 
and placed in a Confidential Attachment. See pages 8 
and 15 of PR Notice 86-5. 
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SHALDRA, INC. 
4327 REELS MILL RD- FREDERICK, MD 21704-7759 

(301) 695-1200 FAX: (301) 695-1409 

Pam Hasty 
Registration Specialist 
Antimicrobial Program Division (7510W) 
US Environmental Protection Agency 
Crystal Mall2, Room 266A 
1921 Jefferson Davis Hwy 
Arlington, VA 22202 

Dear Ms Hasty: 

······ • • •• ..... 
• • ••••• 

Re:Application for Pesticide Registration: 
H20range2 Concentrate 117 
EPA File Symbol: 69268-E 
Response to EPA letter of 07-22-98 
OPP 10 # 233313 
07-29-1998 

••• • 
0 • 

00 

0 . . • • • •••• 
•••• 0 0 

•••• 
• 

• •• • • • •••• 
•• • 

• 0 0 ... 

As suggested by Mr. Kish, this letter is directed to you rather than Mr. Swindell as he is away and you are 
listed as the assigned contact person. In response to that letter of 07-22-98 we are providing the following: 
1. 
2. 
3. 

4. 
5. 
6. 
7. 

Rs:r(&>U 
a: 

Transmittal letter. 
Application for Pesticide Registration Form (OPP ID #233313). 
Copy of the CSF corrected to indicate the proper name of the product and of the
as well as the verified pounds per gallon of this product. The~ are no other ch nges in theC'SF~--i 
Required Certification with Respect to Citation of Data using the new form. 
Required data matrix using the new forms, since the active ingredient is from an unregistered source. 
Copy of letter from Patrick Stewart explaining the origins of the name of the products. 
Three copies of Volume 1 - Product Chemistry - ~Orang~ Concentrate 117 -An Oxidizing 
Multipurpose, 1..Step Cleaner, Degreaser, Sanitizer (Non-Food Contact Surfaces, Virucide, & 
Deodorizer for Hard Surfaces- Revised Sections per EPA letter 07-22-98 only, Sections 61-3. and 
63-17. 
Five copies of the label with the name adjusted to be identical to the name of the product on the CSF. 

-
~ssured t they will send t~e needed data fo  
to you by today at the latest.. The _toxicology, and efficacy MRIDs are either under revleWor 

e J lffhe reviews completed unq~r EPA File Symboi6~26.8-R:· Mr. Tony Kish of your section is the 
Registration Specialist assigned the product H20range2 Super Concentrate 112. 

Please let me know directly if you have additional questions regarding this product. This is the second of the 
peroxide products manufactured by Alphen, h1c., and we have been working with the assistance of Dennis 
Edwards and Marshall Swindell to get them registered at this time as sanitizers, virucides as well as cleaners. 
Alphen is a very small company and is very anxious to have the registration of the products finalized by early 
August so that they can introduce them at the Fall meeting of the National group that sponsors these types 
of products. Any assistance that you can give us would be greatly appreciated. 

1 would appreciate it if you would call me as soon as the Agency has completed review of this submission so 
that I can arrange to pick up the response. Your letter dated the 22nd of July took a week to travel to 
Frederick and the Sponsor would rather that time be spent on clearing up any problems. 

Thank you for your assistance with this Application. 

Sincerely yours, 9-
, / t? j) AJ 
~~f"I'J 

Kyle H. Sibinovic, Ph.D. 
Agent for Alphen, Inc. 

*Inert ingredient information may be entitled to confidential treatment*

*Product ingredient source information may be entitled to confidential treatment*



. 

7 

;, :·. . . . .: . :.cooK #·& ~;~;.,gj .. R~:r~w~tzh{att~ •. · 
.··coot~G :FORM .. roa. APPLICATIONS:~· FOR:. :REGisTRAT-IoNi~NDMENTS· -~ . -~ ., · 

tx'-~ -~YMsoL/~!{·Jo.~ .?:;. ~ ;;} £;':J:·~~- ~5.-~:}~: ',~~;~N :c~o~ ;)': ·~···. < . · i:· .· ' 
~··oc:s·~·RiPT~~--~>~iM·c:~~:<{##/~~L~···~· ··.. ···'"' ···' -~:~--- · 
· · ._. .:·.,... ··:. · .. ~ .·_ -:··:--<7.<-:~:_;·~, ~::·_z;:; -,~/t:><·_:_-: .. _ . · .> · · · 

·)'CHILD .RESISTA-~T ·pACKAGING: . ·"(·< -]- CERTIFICATION 
. . . ·-. :. · .. ··.· ... ·. ~._. ' .. J .. _;] ,• NGN:: .. RESIDENTIAL USE .ONLY 

:: --~- . " ( '],:NOT APPL-ICABLE : . . . . .. ~ . ~ ..:: . . . ~ ~ . ' 

.. REGISTRATION TYPE: . t . ) ··CONDT'P:QNM_,:_. .... ( l 1 .uNCO~DIT.IP~..:.L .· .. · ·>: .. 
:~· ': .. ,_·. · ... · .·-~- -~ .·.; .->:·~~·: ·.~:~ ... ···.·..:_;,..::· -~~;~: ···.-.·~· .·"'·.;·. ___ · .. __ ,_~_--~.:~-! ~;:_._ / .. :·~·-. ·:·< .. - ....... i~--

·• ··-···pROPOSED .CLASSIFICATION':· [.·.}'-GENERAL .. '(:';··)--RESTRICTED' USE . ··:. .,_ . 
• •. ~ ..... ·1"··.-·~ ... ~~ •. ··', -.· ... -.•• -~:-.::, ·._ · ... :·· . ,:·- . • , ~·-·. -·.--·;;::-~}·~·-·-· .. ~··... • ·:;- , •. ··.(· .. 

· ••. ·'· -~- ' • -·· •• •• ••• •••• - ..... ·, • ·J· • •• ~. ~:- ... -~ -~ • ~. .. ' • .-· • • - ·.~ ' •• --~ • ... 

... .• _:mtTi'i ON AP~LtcAT~oN • : · ~~A R!l~~.I~ DA;¢ · . . . . P~l .rmcimE DATE " . · . ;' · 

~--- -1 o' ·-l--1/' I. 1\f -1--- I' ~?~::!·.IS ·.1 ?l< l:: l-J)b I 11. ·l1r I. : .. '" .. . .. .... . . 
---~~--! ~-: ,.: .. -~·.:· \;.·: ...... · :>· .... : -: 

. ·.;~:; . .. FQRMULATORS. EXEMPTION 
. . .i 

.- ·-[:· __ .J. c-rTE~-ALD.- ~ -··-~-~--~ _ .·~ .. .[. ·: ~i~.-SUBMI-TTED ·. ·_ -:· 
., ...... ·t.YJ ·sE.LECToiVE · · .. --· ,··. ~-- ,p->: ... ': [< .r:_-NOT· SUBMITTED 

··· · . , ;·( - ·l, NOT .. S.UBMITTED.;. <::·_=:·-<·.'~:[ · J· .NOT -APPLICABLE-.-·-
,. · , . --·~ . -~· ·. ·. -~(: J .. _ .. i\Jo-r .APJ?trcA.BLE: ;,-:· -~ ·-~ > -: -· c J ·: ±N'cpRgE:eT ;~suB . 

·. ·· .,, : d. ·.] .INCORRF;CT/~SUB' .. -. , .. ':.;.-'. ~ -.. · . : -:·' ·. · . · .. · . 
• • ' • ... l ..v ; ': • . • ' !' _·.:·:\ .... ,._ • ...... -:·' .; • :· :. -~·i '. - ~~ ·, .::-- . 

· R.EVIE~Hs·r. ~REQUESTED: '
0

• ·DATA .· > • ·.DATE ''.DUE" .. : . :- : DATE 
. ~ ·. ·· . ·.PA~~:;.#:';:.' ::~c . SENT" .: ' ,.:DATE -~ .· ~ETURN_ED 

METHO'Q OF SUPPORT ... ,. . 

.. ' . ~ 

(, .· 

., 

CHEMISTRY· 
. .; ~ . ~". (·~ 

·' 
..... 

•• .·· ~-
. . 
EFFICACY 

·. _ _. .... 

. . 

... _ 

, : · · · .. :rox:i co LoGY 
~ . . \ 

_._,. __ ,. 
::. ~. . .. ' 

· . .'' 
; . 

. . . . : -~--:=:-·~El;) .t'Oi:. · . . · ~.·.:_.-'_, : : :· . . 
'. ; !-'-' .;,.~ --....;._ _ _;_j.:-• ...;.· ...:..'• __,.;:.;;...,--=----i~-.-. ...,.., ,,.,..:·...,...,....'· --;· :....:,' ~,__-.,....,.;...-,------:-! 

ENV;IRQN. :FATE .. . . .-_· ·. ·. :· .. <: .._, 
~--~-,-----~~~-~-.~~7.~~~~~~~--t~~--'-~-:-l 

~ ,' . . 

-.. 
.... · .. 

.. ,._ .... : 

.. FISH/WILDLIFE. 
. ·'· 

: ~" " . . . ~ . -. ~ • ... 
OTHER~·-·_;·-,--~---·...;.··._-~----~~ 

.. . -·~ ~ . . . •. .__..,._ .-=-• ..,.., >:'-. ,..,.._-"-...-I.---,.~'-"'-___,.-. -J_I---~-....::·;..,.· -.~ __ __:..._.;.;.___J 
~ .. · . ·' c._.. ,._. 
,_,.,·· 

. . . ~ 

'-. . ~ ;; . : "· 

.· :- <._.._.'" .. ;: .... ·.,:.,,. ., •.:-.. 
. ,_.-

-·-·. 

.- ••• ~.. :·· -.<;._ :,·: t • 

. ,. . . _; - : · .. :.' ~ ~ . 
. ;-" . 

' ,· ' . ~. 

. .. _-;,..,. 
. ,.,.,, 

.···~ Q 

.·. 

.. :-- .;. - . 
·,.. ':. 

·,} 



.. .. _ ..... , ..:.: : 

:··SCIENC~ 
:GROUP; 

. · ... -~· _. 

RISK TOX 

;. -

' . 

_,·;: 
. f1 . 

·-{. 

. . . 

; 

·.,.,. 
·.· ~ 

.. • 

'· 

... _,. 

•. 

.. ' 

-~ ',.,., 

. 't 

.\ 

. '· -. ' 

. ,•_ -~ 

... 

.• 

~. .,._ ..... 

. _, 

, . 

... -. 

·,. 

.:..·. 

· .. 

·-.: 

... .:. 

... -·~ 
..... --:-

.. ~-: 
·. :-'. 

.._ ..... -: 

;.-
.· ~~- -· 

.. , 

' "· .... _; ( 

;.·~' . 

. ( ~ 

.-;_· :_ ....... :·· . 
..!..........-· -~·:- ~~~_)·~!-"--:;· ·---}~ ... -



.)I . 

·~ #~ .-. ,!''": ·. •. 

0'-T£ 

.......... 
UN I TED STATES ENVIRONMENTAL. PROTECTION AGENCY 

Alphen 
Division of .Dynachem 
P.O. Box 19- Maple Grove Road 
Georgetown, IL. 61846 

Attention: Kyle H. Sibinovic, Ph.D 
Agent for Alphen 

Subjecr: H20range2 Super Concentrate 117
EPA 'File Symbol No. 69268"E. 
Your Application Dated June 11, 1998 

JU~ 2 2 1998 

The application referred to above, submitte-d in .. c9nnection with registration under the Federal 
Insecticide, Fungicide, and Rodenticide Act, as .amended, is unacceptable. 

The Confidential Statement ofForrnula dated April.6, .1998 is incompliatlce with PR Notice_. 
91-2, it agrees with the label and the CSF would be a.cceptable when all inert_ ingredients are 
verified. 

The following information should be provided: 

1 . the. complete chemical composition of 
the chemical name, CAS 

2. Please note that based on the Confidential Statt:m~nt of Formula, the .label ingredi~nt 
statement should declare 3.95% ofHydrogen Peroxide .. 

3. Please verify the de~sity or po~ds,per gallo~fo~thi~·:p~oduct. 

4. The label may have only one product[l!lflle arid.itmust be.the same name as in the 
Confidential Statement ofFonnula · 

5. 

.._. __ ·--·.' . ·-......... 

._, 

.. ·. 

. ., 

. .. 

- ······~·········· ........................... ~ .......................... :~ ...... ~······· ... ····· ............. ~-·~···~ ... ········.~·~~·~-~···· .. ; 
.·: . 

-
EPA Form 1320-tA (1190) -·p,[m,d-:;;. Rtc-ftk~ P~pc; : : ~- t. 

. · . ·.. oFFIC:JAt.. FILE ·cqP~( ..... 
·u.s. G~nl pt;-~1 119 Otftce: 1002- ~40672 .. 

*Inert ingredient inform
ation m

ay be entitled to confidential treatm
ent*
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The submitted product chemistry data in MRID No. 445823-01 for Guideline Ref No's. 61 
and 62 are in compliance with 40 CFR Part 158. 155 - 158.180 and the product chemistry data for 
Guideline Series 63. 

7. For Guideline Ref No. 63-17, storage and stability, please submit results of I 0 months 
study. 

8. Please note that Guideline Ref. No. 61-3 is the discussion of formation of impurities, it is 
not the discussion of an active ingredient. 

9. Please note that you do not qualify for the Formulator's Exemption because you are 
using an unregistered source of active ingredient. 

10. Please note that your Certification with Respect to Citation of Data form is incorrect, 
option 2 is not applicable since Hydrogen Peroxide is not a new chemical or has 
exclusive data rights. Also note that under option 3 you neglected to choose a method 
of support (i.e., Cite-All or Selective). 

11. Please indicate if the identified toxicology and efficacy MRIDs have been reviewed and 
under which registration number they were submitted. 

The Agency reserves a full label review until the abovementioned deficiencies are addressed. 

This letter does not constitute registration and the product may not be lawfully marketed until 
the required information has been submitted for review and found acceptable. 

If you have any questions concerning this letter, please contact Pam Hasty at (703) 308-7933. 

Sincerely, 

~#/ 
Product Manager 3 3 
Regulatory Management Branch I 
Antimicrobial Division (751 OW) 
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Marshall Swindell 
Product Manager 33 
Antimicrobial Progn:m D~· .. isi-Jn (?SlOW) 
US Environmental ?rotect:On Agency 
Crystal Mall2. Room 26oA 
1921 Jefferson Davis H'-"'Y 

SHALDRA, INC. 
4327 REELS Mill RD 

· FREDERICK, MD 21704·7759 
(301) 695-1200 

FAX: (301) 695-1409 

I 
I 

445823-00j 

•o•• . 
eoo • .... . . 

• 
• . ' ...... . 

•• • • • 

. .. 
0 • • ... 

Arlington, VA 22202 ReApplication for Pesticide Registration: H20RANGE2 

SUPER CONCENTRATE 117 
=PA File Symbol: 69268- £ 
OPP ID # 233327 
•)6-11-1998 

.A Enclosed please fin-j the following information for the above re;~renced product: 
W' 1. Transmitt;:! lettb;. 

2. Applicatio;, for f=~:.icide Registration- OPP ID # 233::27. 
3. Administra'ive inf~lilation including the CSF, Formulatr:rs exemption, Certification with Respect to the Citation 

of Data. c;:;.j Mc:::ix. 
4. Three (3) copie:3 of the following: 

Volurr:-: ; - Study Titi-a: Product Cherr.istr_.· - Hz0ange2 Super Concentrate 117 - An oxidizing 
4 4- 5 B 2 3 0 1 rrdtip•.::p~se. 1-step cleaner, degreaser. saroi':lzer (non-food contact surfaces. virucide & deodorizer 

fc har=.:: s<2rfaces. (Alphen 98-PC-Q2) 
5. Five (5) cc-;,ies ::·f t;e Proposed l.lasier lab.:!. 

This is the second c-: a sE:~;~-5 of products that Alphen, Inc, hc:s r.-<:rketed as cteaners/degreasers for a number of years. 
Testing submitted wit'1 tr:..si; product H20rang~ Super Conccn~e 112 (EPA File Symbol 69268-R) is to be usecf in the 
evaluation of this prodU'ct as well as the use dilution for this product results in the same concentrations of active 
ingredients. It is th: aim of the sponsor to have each product registered as non-food contact surface sanilizers, and 
virucides as well. 

The reference MRI!J #S i0r this submission that were assi!;ne\i to the first product, EPA File Symbol 69268-R are: 

44532001 • Prc-tit..-ct Chemistry 44532002- AOAC Sanitizer Test Report 
44532003- HJV Virucidal Test Report 445320C4- Hydrogen peroxide OEL Criteria Document 
44560101 · Virudeal Effectiveness Test Report 

The products use hydrogen peroxide as the active ingredient and as a part of the initial· submission. the Sponsor 
included the ECETOC Special Report No. 10 on hydrogen peroxide in place of the acute toxicology and other pertinent 
information to assist in th5 registration process for this produa. The associated MRID# is as given above. 

The Sponsor hopes th~ ihe problems encountered with the first submission have now been solved and that both 
submissions will be cons\d€red for rapid approval of their Applications for Pesticide Registration. 

lit you have questions. pr-=.::.se contact me at the above numbers. Thank- you tor your assistance with this Application. 

k~~-~f1f) 
Kyle H. Sibinovic, Ph.D. 
Agent for Alphen, Inc. 

\ 

"· 

······ • • • . . 
c ••••• 

• • •• ..... . . ..... 



ALPHEN, INC. 
C/0 SHALDRA, INC. 

U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

4327 REELS MILL RD 
FREDERICK, MD 217047759 

Report of Analysis for Compliance with PR Notice 86-5 

JlJN 2 5 1998 

Thank you for your transmittal of 06/15/98. Our staff 
has completed a preliminary analysis of the material. The results are 
provided as follows: 

Your· submittal was found to be in full compliance with 
the standards for submission of data contained in PR 
Notice 86-5. A copy of your bibliography is enclosed, 
annotated with Master Record ID's (MRIDs) assigned to 
each document submitted. Please use these numbers in 
all future references to these documents. Thank you for 
your cooperation. If you have any questions concerning 
this data submission, please raise them with the 
cognizant Product Manager, to whom the data have been 
released. 
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Marshall Swindell 
Product Manager 33 
Antimicrobial Program Division (7510W) 
US Environmental Protection Agency 
Crystal Mall 2, Room 266A 
1921 Jefferson Davis Hwy 

SHALDRA, INC. 
4327 REELS Mill RD 

FREDERICK, MD 21704-n59 
(301) 695-1200 

FAX: (301) 695-1409 

445823-00 

.I ..... . ..... .... 
• • • •• • 

• . ' •••••• • 
•• • • . .. 

o• 
• • ... ... . . . 

Arlington, VA 22202 · Re:Application for Pesticide Registration: H20RANGE2 

SUPER CONCENTRATE 117 
EPA File Symbol: 69268- £ 
OPP ID # 233327 
06-11-1998 

.A Enclosed please find the following information for the above referenced product: 
W. 1. Transmitlalletter. 

2. Application for Pesticide Registration- OPP ID # 233327. 
3. Administrative information including the CSF, Formulatois exemption, Certification with Respect to the Citation 

of Data. and Matrix. 
4. Three (3) copies of the following: 

Volume 1 - Study Title: Product Chemistry - H20ange2 Super Concentrate 117 - An oxidizing 
4 4 s a 2 3 0 1 multipurpose, 1-step cleaner, degreaser, sanitizer (non-food contact surfaces, virucide & deoc1orizer 

for hard surfaces. (Alphen 98-PC-Q2) 
5. Five (5) copies of the Proposed Master Label. 

This is the second of a series of products that Alphen, Inc, has marketed as cleaners/degreasers for a number of years. 
Testing submitted with their product Hprange2 Super Concentrate 112 (EPA File Symboi69268-R) is to be usee! in the 
evaluation of this product as well as the use dilution for this product results in the same concentrations of active 
ingredients. II is the aim of the sponsor to have each product registered as non-food contact surface sanitizers, and 
virucides as well. 

The reference MRID #S for this submission·that were assigned to the first product, EPA File Symbol 69268-R are: 

44532001 -Product Chemistry 44532002- AOAC Sanitizer Test Report 
44532003- HIV Virucidal Test Report 44532004- Hydrogen peroxide OEL Criteria Document 
44560101 -Virucidal Effectiveness Test Report 

The products use hydrogen peroxide as the active ingredient and as a part of the initial submission, the Sponsor 
included the ECETOC Special Report No. 10 on hydrogen peroxide in place of the acute toxicology and other pertinent 
information to assist in the registration process for this product. The associated MRIO# is as given above. 

The Sponsor hopes that the problems encountered with the first submission have now been solved and that both 
submissions will be considered for rapid approval of their Applications for Pesticide Registration. 

lit you have questions, please contact me at the above numbers. Thank you for your assistance with this Application. 

Sincerely yours, /} 

~~~~if' I; f). 
Kyle H. Sibinovic. Ph.D. 
Agent for Alphen, Inc. 

ZY( 

. . . :~:·: 

•••••• • • • • • 
• ••••• . . .. 
• •••• • • ..... 
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SUBJECT: PRODUCT CHEMISTRY REVltw - Antimicrobials Divisi 
DP Barcode .W47S IS Reg. No. or Fil• Syrribolon b 9~ G? _ t= 
Manuractur~ng-Oso ( ) OR End-Usa Product [v) 

TO: 

FROM: 

THRU: 

Anna Skapars, Chemist 
Efficacy and Science Support Branch 

Michelle Wingfield, Actin~ Chief · 
Efficacy and science Support Branch 

SUMMARY OF INFORMATION REV1MD AND FINDINGS 

7kj Wk~L ;'.5 ~- lU-<fv.J~ 6f Q. /uw f"'>cfu if, 

e· Co,f.:dvJc.O..L £Qti.-n~Vt;L ()f Jir~ ~ ~-6-f(g IS ~ . 

c~· (V,1c. ~- wJ·:;;i_ .PR 11~-t~ Clf-_OJ.. ;L u_pt-14 wt':a.._ Zk... 
~ ~t-~1. ~sF 4/(lut/ ~-. a~~a411.- uflt.i4t..--· tU/ VJ-..1-t.-t AAp-~
t\.i.( 1/f/J..Lf-tt.. of. 

'it ')u.v./017 k 
firp~ · 

*Inert ingredient inform
ation m

ay be entitled to confidential treatm
ent*
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PRODUCT CHEMISTRY REVIEW 

END•OSE PR~DUCT [~ MANUFACTORING•OSE PRODUCT [ 1 
EPA Req. No. ~or. Pile· Syml)o·l No.) tOo/~~r- E · 

Reqistration Cvl .. · Rereqistration [ 1 
case- No.: 

. . . JJ:J./...f?,j/S . 
. DP Barcode/Chemist: .fl1111t+- Sk.~~ 

. ' 
.1) .· 3) 

·2) .. 4) 

·1. 'Pr~.~uct. Nam~:·· ~-()~~ ·s+. {k~~, /~7 
2. ~ompany: 

TyPe of·. s·ubmissfon: · ~ew [v( . ~~s.~~ission [ ] .· Amendment· . ( J · .· . 
"ME-TOO." ·c. ] . . Alternate Formulation [ ] . : REPASK .[ ·] 

. ~xpt Use. Permit_( 1 Ot~er (Sp~cify>----~~~~-----------

. . 

t ~ COlfliPBl!TIAL STATIXEN'l' OF PORJIJlLA , 
. . 

4a .. Type of formulation and .source reqistration 
. . 

• Non~inteqrated form~lation system. 
• Are all "TGAis. -used reqistered ·• yes ( .l 

• In_teqrate·d formu~ati.on system. 

.. · • .If ·."ME-TOO"~ ~pecify EPA Req·. No. of_ ex~sti~q 
product: · 

4b •. clearanc~ of inerts for·non-tood or food-use:· 
· cleared.for food use under 40CFR§180.1001: 
.. • yes [ 1 • no [ 1 • If yes:·· . • c [ 1 7 d"[" ] 

Cleared for non-food use: • yes [1"1 · . 

. . 

: ... [. ] 
• no [_ . ] . cvr ··-. 

• e 
• ·no 

( ) 
( 1 

4d. · The chemical IDs, analytical· information ( includinq. 
that for the TGAis), density, -pH, and flammability are 
consistent with that qiven in GRN. 61, 62, 4-ria 63•7, . · 
63-12, ·and 63-15,. re-spectively. • yes· [I] · • no [ ] 



• 

3 

4e .. Density (or bulk density for solids): at 

4f. pH (if dissolved or dispersed in water): 3.~· 

4g. Fla~h point and/Or flame extension: > f!}j) ° F .. 

4h. NCs and CLs a~e·a6~epta~ie: • [~ .• not.ac6eptabl~: [ J. 

· 4·i.. Active· inc;n;edien.t(s) · · . . .. ·. NC _ · LCL UCL 

4j. 

Sa. 

. . . ... 

. A. 
• • - • • (;> • ; 

.. ·_ 3. q~X.·illi. Lf.07"h 

·a • 

.c. 

o. . .· . 

F.or ·.products p~oduc.ed· by an integrated formulation 
system: - · · -

• -All imp~rit·i~s of. toxico·loqical siqni~icance have·/. . 
· an UCL:. . ·~ yes [. ] .. • no [ ] • · not applicable [ r] .-. 

··All impurities~ o.1t 'in the· product have .been 
identified:·· yes [ .] . •. no [ ] · • not applicaQ.le [ ....r' 

The active in·qredients· statement (chemical-"IDs and ·. 
NCs) is consistent with the CSF: • yes. ( vJ · • no [ J 

Sb. Th~· formulation conta.ins ·one of the followinq: 
• lOt or more o·f a petroleum .. 

distillate: . · . • yes [ ] • .no. ( /] 
• "lt or. more of me.thyl alcohol: ~ yes [ . 1 ·• no [ ..-'") 
·• sodium nitrite at any. level: · • ·yes. [ ) . • ·no [ vl 
• a toxic List 1 · inert at any level: • yes [ '] . • no . [· ~ 
• arsenic· i~ any form: · . • yes [ ] • no ( ]' 

. . . 
sc. · If .yes to any of the above, does the inert ~nqredients 

sta·tement contains ·a footnote indicatinq this/?' . 
• . yes (.]. . . • no ( .. ] • not applicable ( r 

. r • 

Sd. The appropriate· warninq statement reqardinq . 
flammability or eXplosive characterist;cs of the 
product ~~e qiven on the label: . 
• yes (~] • no ( ] not applicable ( 

/ 

-.''l ( ~,·rt: . / '{\. 
Yt 



e. 

. e· 

• 

se. ·The storage: and disposal .instructions· for t.he ·pesticide· 
· .and container are in -compliance with PR Notice 84-1 for 

household use products or PR Notice 83~3 for-.al~ other · . 
. uses: · · · • yes ( •1 · · • no . ( ] 

· 6f. ·Does. tQ.e pro.duct. r'equire an. expiration date a~ which 
time the NC falls below the LCL.(based on the one year 

· · storage ·stability data. or other information): . · 
· .. .-: .. · ~. yes ( ] . . . · • no (y'j . 

CS.. PRODUCT CqHISTRY CqRN 51, C52, fl) · . . -. · 

' 
6a. s;;nem~!Cal IDs/Manufacture,an~l~i~~l'. accee~ of ·.HRI12 .. 

.. Intomat~on Ict:~u;:mat12il · H2..:_' 
-

61-1 Chemical IO (see Appendix) 1 .·A- "PP5f?:l3 -tJ I 

Manufacturing :P-rocess2 
.· 

61;_2a . A-" J.fl/S"~.:l3 .:.o, .. 
61-2b Formul.ation Method~ A '1'155'~3- OJ 

' -
'61-3. Discussion Of Impurities4 · .. 

62-.1 ·Analysis5 . .4- -4 'lfSB'~3~tJt 

certified-Limits6 · 
.. 

A-. -62-2 CSF 

62-3 Analytical Method for .. Ais7 ·A 
.. 

4l{S5'-:J5'- 0 I 

-.. 



Page is not included in this copy. 

Pages ~yr~ through ~c:Jare not included in this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product impurities. 

Description of the product manufacturing process. 

Description of quality·control procedures. 

Identity of the source of product ingredients. 

Sales or other commercial/financial information. 

A draft product label. 

The product confidential statement of formula. 

_____ ~rmation about a pending registration action. 

~FIFRA registration data. 

The document is a duplicate of page(s) 

The document is not responsive to· the request. 

Internal deliberative information. 

Attorney-Client work product. 

Claimed Confidential by submitter upon submission to the 
Agency . 

. The information not included is generally considered confidential 
·by product registrants. If you have any questions, please 
contact the 1ndi vidual who prepared the re.!:)ponse to your reques·t. 
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FRONT PANEL - ALPHEN 117 MASTER LABEL 03-25-98 

(logo) 

H20RANGE2 CONCENTRATE 117 
OXIDIZING MULTI PURPOSE 1-STEP CLEANER, DEGREASER & SANITIZER (NON­
FOOD CONTACT SURFACES), VIRUCIDE & DEODORIZER FOR HARD SURFACES 

ACTIVE INGREDIENTS 
Hydrogen peroxide 

OTHER INGREDIENTS 

TOTAL 

3.98% 

96.02% 

100.00% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

PRECAUTIONARY STATEMENTS 

SEE LEFT LABEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS 

EPA Reg. No. 069268- e 
EPA Est. No. 069268-IL-001 

NET CONTENTS: 1 gallon 

ALPHEN, INC. 
MAPLE GROVE ROAD 

GEORGETOWN, IL 61846 

NET WEIGHT: 
•••• 

0 • 

•••• 
This product is not to be used as a terminal sterilanVdisinfectant on any surface or instrument that (1) is introduced direCtr;i~t.o the 
human body, either into or in contact with the bloodstream or normally sterile areas of the body, or (2) contacts intfd mt!cous 
membranes, but which does not ordinarily penetrate the blood barrier or otherwise enter normally sterile areas of the body. ThiS"procfuct 
may be used to predean or decontaminate critical or semi-critical medical devices prior to sterilization or high level disi'f!l~~~. 

• . ... 
• • • •• • 

• 
• •• • • • •••• 
•• • • • • •• • 

•••••• • • • • • 
•••••• • • •• 
• •••• • • ••••• 
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LEFT PANEL- ALPHEN 112 MASTER LABEL 

PRECAUTIONARY STATEMENTS 

CAUTION 
HAZARDS TO HUMAN AND DOMESTIC ANIMALS 

KEEP OUT OF REACH OF CHILDREN 

STATEMENT OF PRACTICAL TREATMENT 

03-25-98 

In case of CONTACT, Concentrate causes moderate eye irritation, immediately flush eyes or skin with plenty 
of water for at least 15 minutes. For eyes, call a physician if irritation persists. Remove and wash 
contaminated clothing before reuse. Product, after dilution according to directions, is non-irritating. 
If SWALLOWED, Drink promptly large quantity water. Call a physician immediately, if large amount ingested. 

Caution. Concentrate may cause eye irritation. Do not get in eyes. Wear safety glasses or other eye 
protection when handling. Avoid contamination of food. Wash thoroughly after handling. (After product is 
diluted in accordance with directions for use, safety glasses or other eye protection are not required.) 

IN CASE OF SPILL: Clean up immediately. Place leaking container in well ventilated area. To clean up spill, 
flush area with large quantity of water. Avoid run-off into storm sewers and ditches leading to natural 
waterways. 

STORAGE: Do not contaminate water, food, and or feed by storage. Avoid freezing conditions. Avoid high 
temperatures. Do not exceed storage temperatures of 95°F. Best storage temperatures are between 35°F 
and 85°F. Overheating in storage may result in increased degradation of product, which will decrease product 
effectiveness. Keep concentrate. away from incompatible materials. 

PESTICIDE DISPOSAL: Do not contaminate water, food or feed by disposal. Wastes fresulting from the use 
of this product may be disposed of on site or at an approved waste disposal facility. 

CONTAINER DISPOSAL: Completely empty container. Do not reuse empty containers. Leave plastic bag 
in original box discard in trash, sanitary landfill or by incineration, or if allowed by State and Local Authorities, 
by burning. If burned stay out of smoke. 

• ••• • • •••• 
•••• • • • •• • 

• 
• • •••••• • 
• ••o • • • •• • 

• 
• •• • • • •••• 
•• • • • • •• • 

•••••• • • • • • 
• ••••• • • •• 
oeoee 

0 • 

••••• 
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BACK PANEL- ALPHEN 117 MASTER LABEL 03-25-98 

DIRECTIONS FOR USE 
It is violation of Federal law to use this product in a manner inconsistent with its labeling. 

Alphen 117, when used as directed as a sanitizer, kills 99.99% or more of the following: Staphylococcus 
aureus, Salmonella choleraesuis, Klebsiella pneumoniae, Pseudomonas aeruinosa, Streptococcus faecalis, 
and Escherichia coli. When used as directed as a virucide, Alphen 117 kills the following viruses in 5 minutes 
at room temperature (20+/-1°C): Herpes 2 and Influenza A/Japan. HIV-1 (Human Immunodeficiency Virus),. 
is killed at a concentration of 1 oz per gallon ( 1 part of product plus 127 parts of water) in 5 minutes at room 
temperature. However, to insure that all bacterial and viral agents are killed as stated, the higher 
concentration of active (10 oz/gallon) should be used. 

To use as a sanitizer and virucide on inanimate. hard. non-porous surfaces: Add 10 ounces of this 
product per gallon of deionized water. Apply solution liberally to pre-cleaned hard surfaces, with a spray bottle, 
pump up pressure sprayer, cloth, sponge or mop. Allow surface to remain wet for 5 minutes, then, either allow 
to air dry or wipe dry to remove excess liquid. Heavily soiled surfaces should be pre-cleaned with the same 
solution, then, treated for sanitizer or virucidal effect. 

To use as a sanitizer and virucide in bathrooms: Use above procedure on sinks, faucets, counters, 
urinals, toilets and all hand contact surfaces as well as walls, stalls and floors where urine and soils build up. 

HIV-1: Kills HIV-1 (Humen immunodeficiency viurs) on precleaned environmental surfaces/objects previously 
soiled with blood/body fluids at a concentration of 1 oz a lion u..eart of Alphen 117 to 127 parts of water), 
in 5 minutes at room temperature (20 • 25·C) in health care setti~r other settings in which there is an 
expected likelihood of soiling of inanimate surface JeCts-with-blO'od or body fluids, and in which the 
surfaces/objects likely to be soiled with blood or body fluids can be associated with the potential for 
transmission of human immunodeficiency virus Type I (HIV-1) (Associated with AIDS). 

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HIV-1 (HUMAN 
IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES/OBJECTS SOILED WITH BLOOD/BODY 
FLUIDS: Personal Protection: Wear appropriate barrier protection such as latex gloves, gowns, masks or eye 
coverings. Cleaning Procedure: Blood and other body fluids must be thoroughly cleaned form surfaces and 
objects before application of diluted product using the Heavy or Super Duty Cleaning Solution. Contact time: 
While the HIV-1 virus is inactivated in 5 minutes, at use concentration of 1 oz I gallon, with both organic load 
and when diluted in hard water {up to 400 ppm hardness), use the recommended contact time for sanitization 
and virucidal activity as given on this label. Infectious Materials Disposal: Cleaning materials that may contain 
blood and other body fluids should be disposed of by autoclaving or as directed by the facility safety officier. 
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RIGHT PANEL- ALPHEN 117 MASTER LABEL 

CLEANING SOLUTION DILUTIONS & APPLICATIONS 
(Dilute manually with satellite measuring bottle) 

LIGHT DUTY (1 Oz I gallon )GREEN 
Streak free window, mirror and stainless steel cleaning 
General floor cleaner for mopping & auto scrubbers 
Bonnet cleaning solution for carpets 
Light wipe down cleaner 

GENERAL PURPOSE (2 Oz I gallon ) BLUE 
General wipe down cleaner 
Mopping solution for Bathroom and Kitchen floors 
General carpet spot remover 

03-25-98 

HEAVY DUTY (10 Oz I gallon) RED 
Bathroom, shower room, tile & grout cleaner 
Urine and garbage odor eliminator 
Pre-spray for carpet extraction 
General degreaser 
Heavy soil wipe down cleaner 
Heavy carpet spot remover 
Cleans Mold & mildew 

SUPER DUTY (2448 Oz I gallon} PURPLE 
Renovation of tile & grout surfaces 
Difficult urine & garbage odor destruction 
Scuff marks and stubborn stains 
Cleans heavy mold & mildew 

1-5tep Cleaning and Sanitizing: Using the appropriate cleaning solution for the type of surface to be treated, 
thorouhly clean the surface, allow to air dry. If needed use additional solution. 

Deodorizing 
For general deodorizing, use 2 part Alphen 117 to 126 parts water (2 oz I gallon). Apply to hard, non-porous 
surfaces to eliminate generally offensive odors. For effective, high level, deodorizing, use 10 parts Alphen 
117 to 118 (1 0 oz I gallon) parts water. Apply to hard, non -porous surface thoroughly to eliminate odors due 
to spillage from post-colostomy, post-ileostomy dressing and bag changes, and other spills such as urine or 
fecal matter; smoke or soot deposits, industrial plant processes, mildew and mold, and surfaces in musty 
closets. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

Shaldra, Inc. 
4327 Reels Mill Road 
Frederick, MD 21704-7759 

06/16/98 

PRODUCT NAME: H2 Orange Super Concentrate 117 
COMPANY NAIVffi: Shaldra, Inc. 
OPP IDENTJFICA TION NUMBER: 233327 
EPA FILE SYMBOL: 69268-E 
EPA RECEIPT DATE: 06111/98 

SUBJECT: RECEIPT OF APPLICATION FOR A NEW REGISTRATION 

DEAR REGlST.RANT: 

OFFICE OF 
PREVENTION. PESTICIDES AND 

TOXIC SUBSTANCES 

The office of Pesticides Programs has received your application for a new registration and 
jt passed an administrative screen for completeness. 

Please note that this is only a notification of receipt of your application. This is only the 
first step in the application process, and does NOT constitute approval. 

If you have any questions, please contact Marshall Swindell 1 Product Manager 33 at 
(703)-308-6341. 

Sincerely, 

~2;; 
Information Resources & Services Division 
Information Services Branch 

Internet Address (URL) • http://www.epagov 
Rocyc:led/Recyclable • Printed With Vegetablo OU Based InkS on Recycled Paper (Minimum 25% POSiconsumer) 



Marshall Swindell 
Product Manager 33 
Antimicrobial Program Division (7510W) 
US Environmental Protection Agency 
Crystal Mall 2, Room 266A 
1921 Jefferson Davis Hwy 

SHALDRA, INC. 
4327 REELS MILL RD 

FREDERICK, MD 21704-7759 
(301) 695-1200 

FAX: (301) 695-1409 

Arlington, VA 22202 Re:Application for Pesticide Registration: H20RANGE2 
SUPER CONCENTRATE 117 
EPA File Symbol: 69268- e 
OPP ID # 233327 
06-11-1998 

Dear Mr. Swindell: 

Enclosed please find the following information for the above referenced product: 
1. Transmittalletter. 
2. Application for Pesticide Registration- OPP ID # 233327. 
3. Administrative information including the CSF, Formulators exemption, Certification with Respect to the Citation 

of Data, and Matrix. 
4. Three (3) copies of the following: 

Volume 1 - Study Title: Product Chemistry - H20ange2 Super Concentrate 117 - An oxidizing 
multipurpose, 1-step cleaner, degreaser, sanitizer (non-food contact surfaces, virucide & deodorizer 
for hard surfaces. (Alphen 98-PC-02) 

5. Five (5) copies of the Proposed Master Label. 

This is the second of a series of products that Alphen, Inc, has marketed as cleaners/degreasers for a number of years. 
Testing submitted with their product H20range2 Super Concentrate 112 (EPA File Symboi69268-R) is to be used in the 
evaluation of this product as well as the use !lilution for this product results in the same concentrations of active 
ingredients. It is the aim of the sponsor to have each product registered as non-food contact surface sanitizers, and 
virucides as well. 

The reference MRID #S for this submission that were assigned to the first product, EPA File Symboi69268-R are: 

44532001 -Product Chemistry 44532002- AOAC Sanitizer Test Report 
44532003 - HIV Virucidal Test Report 44532004 - Hydrogen peroxide OEL Criteria Document 
44560101 -Virucidal Effectiveness Test Report 

The products use hydrogen peroxide as the active ingredient and as a part of the initial submission, the Sponsor 
included the ECETOC Special Report No. 10 on hydrogen peroxide in place of the acute toxicology and other pertinent 
information to assist in the registration process for this product. The associated MRID# is as given above. 

The Sponsor hopes that the problems encountered with the first submission have now been solved and that both 
submissions will be considered for rapid approval of their Applications for Pesticide Registration. 

lit you have questions, please contact me at the above numbers. Thank you for your assistance with this Application. 

f~f) •••• • • •••• 
Kyle H. Sibinovic, Ph.D. •••• • • • 
Agent for Alphen, Inc. •• • 
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Form Approved 
OMS No. 2Q70-0060, &EPA 

Uni 

Environmental Protection Agency 

or : If your j:lfoduct is a 100% rep,acl>agin.(!;ofi 
for the same uses,. you do· not need to 
Fon1i 8570-27). . . . .:-. . - . . . . · ~ .. 

·• .. J ~ This application is supported by all data_ submitted· or cited in ~he appli~tion. In addition. if cite-all options are . 
indicated, this appli<;.1tion i_s Si.!pported by all dataoin the Agency's files thai concern> the proJ)!:rties O! effects ofthis . 
product that is ideiltical. or·sj.Jbstantially, sHnilar and that is ohe.of the types.Of data·iha~-would ~ r~qi1_ired to_. be . 
submiued .ifthis application;sought the·iriitiaJ_registrai.ion·.of a•pfoduccof identical:_Qr-similar c9mposiJi01v}u1d · .~-~ , ._, ':~~ 
intended uses un_der·ilte dafa·re'quiremcnts -in effect. on :the·dat~ Of approvato( this appJication._. (Che¢k_:th'eappropriate~ 
boxes, _in items 2 and3, or 4'below that.pe~n-to.'};Qur application.) . , ~..= ~. :·· .. .-,~~-,! :; -o_ ... ,~}.-:t .~}_:·- <> .. -.. 

~ • . - • . • .. :;. £. ... : • ,b • . . ' . • \ • J • • • • • ~. • • • .: J . . . . .. 
2:· .I certify that~ for each study cit~ in·support of"'this applicaii~i for tegisiratton .thari;.at:t.exclusive-use ~sbi~Y-- · ... , . . 7'~- ·-- · 

( I 1 an1 ~he ~figina~-subm~;te;::-or · ~ - · . ~ . . :· : · -.: :·> Y, . · , " .. -_ . . . ·_:·_ • -· .' .' .: 

~ .1 have obL1i~ed.th·~ ~ritt~:pcmti~io~ ~f ~~lc ori~~~- ~u~n~i:Ucr:~or ~l~~o;cttii~~ ~~v~~~·~s : __ .-: • 

~I 0~ ..,.i:.vdsd:o'l b·-c:_· (for multiple £hetnkals lin~ the companies WhQ-~rc original data ~u~mitter~ 
(insert n:uni:s of COtnfUJUes) _ .· . . . · ...... , · • - · 

"'ith .the appropriate chen'iical. name) to :cite ·'that'study* · · ~- . · .. ·<- • · 
. ..·~. . . '·.~.· .. ·· .. :;:::.~. : ~·.: .. ·. .· .. ..... ,:_;"" •,.·~.~·:·; .. ;_-~ 
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a.l I -ram rh~ ortginal cL1ta submiiter*: o~ ~- . .· . . --. . -! • ·_. :· .. t_.. r: _ • , ~:;-:_· 
I I I have obtainedJhe writi~n:pemtissiori of the original data $Ubmltt<;r for · ~ · "~hicliis 

• •. · · · ' · _,. • · · · . · . (msert name of chemical) . 

-'---,-----"---,...··- · (for, multipl(chemicals liitk the companies who are original data submHters.- _ :~-, 
· (i~ nam.:s ofcompanies) •.. . :~ -~·~ ·. • .. \ .. - · • · - · ~ ·-~·- · 

with the appropriat~chemical name) to, cite that study~; or' . . . . - ' 

b.j ~ I have notified in w~·iti~g the COJ!l~ani~s So.\ ~.J~A.~ ~-1ne. for)h<ke~Qq.,..<Mt ,L.(~~~hat 
- · -·. · .(imm namd of comp:mies) · · (insert n~c of chemical) · 

have submitted dat:t l- have-cited to support this applicatiQ.n and have offered. to: (a) Pay compensation for 
those data in accordance with sccti~n. 3(c}(J)(F) _and-~(c)(2){0) of the FcderaUnsecticide; Fungicide a,nd 
Rodenticide Act (FJFRA); and (b) ~ommence: l}egotiations to detem1ine which data are subject to the 

" compensation requi_rement of FIFRAandtb_e amount an~Jenns of compensation d!Je, if.~Y- The companies 
I have notified are:: _. · • · -~ · · ~- -·• · ·•. ·: . : - ,~ · · .,. __ • • 

Compaities .J.'<- • · - foi> ,.-(for· multiple 
~ .· (inscnn~of~lp311ies}· ~,:,··· · (inscii'nameofchemicnl) .,- ..;·' ;_~ · · 

chemicals link the companies w~t<fare original data sUbmitters with the appropriate ch~ical name) 
listed on the Pesticide Da~ Submitters List for all active ingredients contait1ed i~ my product 
(cite-all method or cite-all- option under Selective :Mcth_od!.). (Also,-. sign the G_eneral_ Offer_ . 
Statement below.) .· · •--, · •· · · 
Companies · . · ' , for (for multiple 

(ins~:rt names ~f comp:mies). . ·;~ ·, (insat name of chcmiC4l) ... 
chemicals _link the companies· who are original data submitters wiih the appropriate chemical nall1U •• 
that have submilled the studies· .which 1 have cited (Selective me_th~*). · . · • ••• .-· .. .. . . •. 

4. I I 
. : ··~ .; . . .~: ~ . . . . . . . . . . . . : . ~ . 

I certify that for each .study .cited i_n support of this application I am not. required to offer data compqtSation tV.~ ••• -
obtain written pcmtis5ion.because all time periods for exclusive~use anddatacompen~tion hav~~pi~. : ·• : 
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FRONT PANEL - ALPHEN 117 MASTER LABEL 03-25-98 

(logo) 

H20RANGE2 CONCENTRATE 117 
OXIDIZING MUL Tl PURPOSE 1-STEP CLEANER, DEGREASER & SANITIZER (NON­
FOOD CONTACT SURFACES), VIRUCIDE & DEODORIZER FOR HARD SURFACES 

ACTIVE INGREDIENTS 
Hydrogen peroxide 

OTHER INGREDIENTS 

TOTAL 

3.98% 

96.02% 

100.00% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

PRECAUTIONARY STATEMENTS 

SEE LEFT LABEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS 

EPA Reg. No. 069268-
EPA Est. No. 069268-IL-001 

NET CONTENTS: 1 gallon 

ALPHEN, INC. 
MAPLE GROVE ROAD 

GEORGETOWN, IL 61846 

NET WEIGHT: •••• 
0 • 

•••• 
•••• 

This product is not to be used as a terminal sterilanVdisinfectant on any surface or instrument that (1) is introduced dirt~tVin¢1 the 
human body, either into or in contact with the bloodstream or normally sterile areas of the body, or (2) contacts intact JllUCOus 
membranes, but which does not ordinarily penetrate the blood barrier or otheiWise enter normally sterile areas of the body. This product 
may be used to predean or decontaminate aitical or semi-critical medical devices prior to sterilization of high level disi4te~. . 

• ••• • • • •• • 
• 

• •• • • • •••• 
•• • • • • •• • 

' •••••• • • • • • 
• ••••• • • •• 
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LEFT PANEL· ALPHEN 112 MASTER LABEL 

PRECAUTIONARY STATEMENTS 

CAUTION 
HAZARDS TO HUMAN AND DOMESTIC ANIMALS 

KEEP OUT OF REACH OF CHILDREN 

STATEMENT OF PRACTICAL TREATMENT 

03-25-98 

In case of CONTACT, Concentrate causes moderate eye irritation, immediately flush eyes or skin with plenty 
of water for at least 15 minutes. For eyes, call a physician if irritation persists. Remove and wash 
contaminated clothing before reuse. Product, after dilution according to directions, is non-irritating. 
If SWALLOWED, Drink promptly large quantity water. Call a physician immediately, if large amount ingested. 

Caution. Concentrate may cause eye irritation. Do not get in eyes. Wear safety glasses or other eye 
protection when handling. Avoid contamination of food. Wash thoroughly after handling. (After product is 
diluted in accordance with directions for use, safety glasses or other eye protection are not required.) 

IN CASE OF SPILL: Clean up immediately. Place leaking container in well ventilated area. To clean up spill, 
flush area with large quantity of water. Avoid run-off into storm sewers and ditches leading to natural 
waterways. 

STORAGE: Do not contaminate water, food, and or feed by storage. Avoid freezing conditions. Avoid high 
temperatures. Do not exceed storage temperatures of 95°F. Best storage temperatures are between 35°F 
and 85°F. Overheating in storage may result in increased degradation of product, which will decrease product 
effectiveness. Keep concentrate away from incompatible materials. 

PESTICIDE DISPOSAL: Do not contaminate water, food or feed by disposal. Wastes fresulting from the use 
of this product may be disposed of on site or at an approved waste disposal facility. 

CONTAINER DISPOSAL: Completely empty container. Do not reuse empty containers. Leave plastic bag 
in original box discard in trash, sanitary landfill or by incineration, or if allowed by State and Local Authorities, 
by burning. If burned stay out of smoke. 

•••• • • •••o 
•••• • • • •• • 

• 
• • •••••• • 
• ••• • • • •• • 

• 
• •• • • • ..... 
•• • • • 0 

••• 

•••••• • • • • • 
•••••• • • •• 
• •••• • • ••••• 



BACK PANEL- ALPHEN 117 MASTER LABEL 03-25-98 

DIRECTIONS FOR USE 
It is violation of Federal law to use this product in a manner inconsistent with its labeling. 

Alphen 117, when used as directed as a sanitizer. kills 99.99% or more of the following: Staphylococcus 
aureus. Salmonella choleraesuis, Klebsiella pneumoniae, Pseudomonas aeruinosa, Streptococcus faecalis, 
and Escherichia coli. When used as directed as a virucide, Alphen 117 kills the following viruses in 5 minutes 
at room temperature (20+/-1°C): Herpes 2 and Influenza AtJapan. HIV-1 (Human Immunodeficiency Virus), 
is killed at a concentration of 1 oz per gallon ( 1 part of product plus 127 parts of water) in 5 minutes at room 
temperature. However, to insure that all bacterial and viral agents are killed as stated, the higher 
concentration of active (10 oz/gallon) should be used. 

To use as a sanitizer and virucide on inanimate. hard. non-porous surfaces: Add 10 ounces of this 
product per gallon of deionized water. Apply solution liberally to pre-cleaned hard surfaces, with a spray bottle, 
pump up pressure sprayer, cloth, sponge or mop. Allow surface to remain wet for 5 minutes. then, either allow 
to air dry or wipe dry to remove excess liquid. Heavily soiled surfaces should be pre-cleaned with the same 
solution, then. treated for sanitizer or virucidal effect. 

To use as a sanitizer and virucide in bathrooms: Use above procedure on sinks, faucets, counters, 
urinals, toilets and all hand contact surfaces as well as. walls, stalls and floors where urine and soils build up. 

HIV-1: Kills HIV-1 (Humen immunodeficiency viurs) on precleaned environmental surfaces/objects previously 
soiled with blood/body fluids at a concentration of 1 oz I gallon (1 part of Alphen 117 to 127 parts of water), 
in 5 minutes at room temperature (20 - 25·C) in health care settings or other settings in which there is an 
expected likelihood of soiling of inanimate surface/objects with blood or body fluids, and in which the 

· surfaces/objects likely to be soiled with blood or body fluids can be associated with the potential for 
transmission of human immunodeficiency virus Type I (HIV-1) (Associated with AIDS). 

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HIV-1 (HUMAN 
IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES/OBJECTS SOILED WITH BLOOD/BODY 
FLUIDS: Personal Protection: Wear appropriate barrier protection such as latex gloves, gowns, masks or eye 
coverings. Cleaning Procedure: Blood and other body fluids must be thoroughly cleaned form surfaces and 
objects before application of diluted product using the Heavy or Super Duty Cleaning Solution. Contact time: 
While the HIV-1 virus is inactivated in 5 minutes. at use concentration of 1 oz I gallon, with both organic load 
and when diluted in hard water (up to 400 ppm hardness), use the recommended contact time for sanitization 
and virucidal activity as given on this label. Infectious Materials Disposal: Cleaning materials that may contain 
blood and other body fluids should be disposed of by autoclaving or as directed by the facility safety officier . 

•••• • • •••• 
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RIGHT PANEL· ALPHEN 117 MASTER LABEL 

CLEANING SOLUTION DILUTIONS & APPLICATIONS 
(Dilute manually with satellite measuring bottle) 

LIGHT DUTY (1 Oz I gallon )GREEN 
Streak free window, mirror and stainless steel cleaning 
General floor cleaner for mopping & auto scrubbers 
Bonnet cleaning solution for carpets 
Light wipe down cleaner 

GENERAL PURPOSE (2 Oz I gallon ) BLUE 
General wipe down cleaner 
Mopping solution for Bathroom and Kitchen floors 
General carpet spot remover 

03-25-98 

HEAVY DUTY (10 Oz I gallon ) RED 
Bathroom, shower room, tile & grout cleaner 
Urine and garbage odor eliminator 
Pre-spray for carpet extraction 
General degreaser 
Heavy soil wipe down cleaner 
Heavy carpet spot remover 
Cleans Mold & mildew 

SUPER DUTY (24-48 Oz I gallon} PURPLE 
Renovation of tile & grout surfaces 
Difficult urine & garbage odor destruction 
Scuff marks and stubborn stains 
Cleans heavy mold & mildew 

1-Step Cleaning and Sanitizing: Using the appropriate cleaning solution for the type of surface to be treated, 
thorouhly clean the surface, allow to air dry. If needed use additional solution. 

Deodorizing 
For general deodorizing, use 2 part Alphen 117 to 126 parts water (2 oz I gallon). Apply to hard, non-porous 
surfaces to eliminate generally offensive odors. For effective, high level, deodorizing, use 10 parts Alphen 
117 to 118 (1 0 oz I gallon) parts water. Apply to hard, non -porous surface thoroughly to eliminate odors due 
to spillage from post-colostomy, post-ileostomy dressing and bag changes, and other spills such as urine or 
fecal matter; smoke or soot deposits, industrial plant processes, mildew and mold, and surfaces in musty 
closets. 

• ••• • • •••• 
•••• • • • •• • 

• 
• • •••••• • 
• ••• • • • •• • 

• 
0 •• 

• • • •••• 
•• • ;z_, l [J····~ 

•••••o • • • • • 
• ••••• • • ... 
••••• " . eeoeo 



*Pages 271-273 Confidential Statement of Formula may be entitled to confidential treatment*



*Confidential Statement of Formula may be entitled to confidential treatment*



*Pages 275-284 Confidential Statement of Formula may be entitled to confidential treatment*




